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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

[  Recodification  Docket  No.  4] 

SUBCHAPTER  G — COSMETICS 
REORGANIZATION  AND  REPUBLICATION 


The  Commissioner  of  Food  and  Drugs, 
for  the  purposes  of  establishing  an  or¬ 
derly  development  of  informative  regu¬ 
lations  for  the  Food  and  Drug  Adminis¬ 
tration,  furnishing  ample  room  for  ex¬ 
pansion  of  such  regulations  in  years 
ahead,  and  providing  the  public  and  af¬ 
fected  industries  with  regulations  that 
are  easy  to  find,  read,  and  understand, 
has  initiated  a  recodification  program 
for  Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations.  This  is  the  fourth 
document  in  a  series  of  recodification 
documents  that  will  eventually  include 
all  regulations  administered  by  the  Food 
and  Drug  Administration. 

Regulations  for  the  packaging  and 
labeling  of  cosmetics  formerly  under 
Part  1  of  Subchapter  A.  and  regulations 
setting  forth  statements  of  policy  and 
interpretation  for  cosmetics  fonnerly 
under  Part  3  of  Subchapter  A.  together 
with  former  Subchapter  D — Cosmetics, 
have  been  reorganized  into  a  new  Sub¬ 
chapter  G — Cosmetics  in  an  effort  to 
provide  greater  clarity  and  convenience 
to  the  user. 

The  following  table  shows  the  relation¬ 
ship  of  the  CFR  section  numbers  under 
Subchapters  A  and  D.  prior  to  this  re¬ 
publication  to  the  redesignation  reflected 
in  the  new  Subchapter  G — Cosmetics : 

Old  section  New  section 


1.201 _ 

1201a-.. 

1.202 _ 

1.202a _ 

1.202b _ 

1.203  _ 

1.204  _ 

1.205  _ 

3.60 _ 

3.92 . 

3.651  _ 

3.652  _ 

170.1(a) 

170.1(b) 

170.1(c) 

170.1(d) 

170.1(e) 

170.1(f) 

170.1(g) 

170.2— 

170.3.. . 

170.4— 

170.5— 

170.6..  - 
170.7--- 
170.8  — 
170.9— 

170.51.. 
172.1(a) 
172.1(b) 
172.1(c) 
172.1(d) 
172.1(e) 
172.1(f) 
172.1(g) 
172.1(h) 
172.1(1) 

172.2— 

172.3— 

172.4— 


701.1 

701.10 

701.11 

701.12 

701.13 

701.2 

701.9 

701.3 
700.11 

700.13 

700.10 
701.20 
700.3(b) 
700.3(J ) 

700.3  (k) 
700.3(1) 

700.3  (m) 
700.3(a) 

700.3  (n) 

710.1 

710.2 

710.3 

710.4 

710.5 

710.6 

710.7 

710.8 

710.9 
700.3(1) 
700.3(b) 
700.3(C) 
700.3(d) 
700.3(e) 
700.3(f) 
700.3(g) 
700.3(h) 

700.3  (n) 

720.1 

720.2 

720.3 


Old  section  New  section 

172.5  _ _ _  720.4 

172.6  _ _ _  720.5 

172.7.. . . . . .  720.6 

172.8  . . . .  720.7 

172.9  _ _  720.8 

172.10  _  720.9 

174.1(a) . . . . .  700.3(0) 

174.1(c) _ _ _  700.3  (p) 

174.1(d) -  700.3  (q) 

174.1(e) _  700.3  (r) 

174.2  _ _ _ _ _  730.1 

174.3  _ _ _  730.2 

174.4.  _ _ _ _  730.3 

174.5.  .  730.4 

174.6  _ _  730.5 

174.7  _  730.6 

174.8  _ _ _  730.7 

174.9  . .  730.8 


The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason 
notice  and  public  procedure  are  not  pre¬ 
requisites  to  this  promulgation.  For  the 
convenience  of  the  user,  the  entire  text 
of  the  revised  Subchapter  G — Cosmetics 
is  set  forth  below. 

Dated:  March  5.  1974. 

Sam  D.  Fine, 

Associate  Commissioner  for 
Compliance. 

Therefore,  21  CFR  is  amended  by  re¬ 
designating  §§  1.201-1.205  of  Part  1,  and 
§§  3.60,  3.91,  3.92,  3.651  and  3.652  of  Part 
3  of  Subchapter  A,  together  with  Parts 
170.  172  and  174  of  Subchapter  D.  as 
Subchapter  G — Cosmetics  and  repub¬ 
lished  to  read  as  follows : 

SUBCHAPTER  G— COSMETICS 

Parts 

700 —  General. 

701 —  Cosmetic  Labeling 

710 — Voluntary  Registration  of  Cosmetic 
Product  Establishments. 

720 — Voluntary  Filing  of  Cosmetic  Product 
Ingredient  and  Cosmetic  Raw  Mate¬ 
rial  Composition  Statements. 

730 — Voluntary  Filing  of  .Cosmetic  Product 
Experiences. 


PART  700 — GENERAL 

Subpart  A — General  Provisions 

Secs. 

700.3  Definitions. 

Subpart  B — Requirements  for  Specific  Cosmetic 
Products 

700.10  Shampoo  preparations  containing 

egg  as  one  of  the  ingredients. 

700.11  Cosmetics  containing  bithionol. 

700.13  Use  of  mercury  compounds  in  cos¬ 
metics  including  use  as  skin- 
bleaching  agent  in  cosmetic  prep¬ 
arations  also  regarded  as  drugs. 

Authority:  Secs.  601.  602,  701(a),  704,  52 
Stat.  1054,  as  amended,  1055,  1057,  as 

amended;  21  U.S.C.  361,  302,  371(a),  374. 

Subpart  A — General  Provisions 
§  700.3  Definitions. 

As  used  in  this  subchapter : 

(a)  The  term  “act”  means  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(b)  The  term  “cosmetic  product” 
means  a  finished  cosmetic  the  manufac¬ 
ture  of  which  has  been  completed.  Any 
cosmetic  product  which  is  also  a  drug 
or  device  or  component  thereof  Is  also 
subject  to  the  requirements  of  Chapter 
V  of  the  act. 


(c)  The  term  “flavor”  means  any  nat¬ 
ural  or  synthetic  substance  or  substances 
used  solely  to  impart  a  taste  to  a  cos¬ 
metic  product. 

<d)  The  term  “fragrance”  means  any 
natural  or  synthetic  substance  or  sub¬ 
stances  used  solely  to  impart  an  odor  to 
a  cosmetic  product. 

(e)  The  term  "ingredient”  means  any 
single  chemical  entity  or  mixture  used  as 
a  component  in  the  manufacture  of  a 
cosmetic  product. 

(f)  The  term  “proprietary  ingredient” 
means  any  cosmetic  product  ingredient 
•whose  name,  composition,  or  manufac¬ 
turing  process  is  protected  from  com¬ 
petition  by  secrecy,  patent,  or  copyright. 

ig)  The  term  “chemical  description” 
means  a  concise  definition  of  the  chemi¬ 
cal  composition  using  standard  chemical 
nomenclature  so  that  the  chemical 
structure  or  structures  of  the  compo¬ 
nents  of  the  ingredient  would  be  clear 
to  a  practicing  chemist.  When  the  com¬ 
position  cannot  be  described  chemically, 
the  substance  shall  be  described  in  terms 
of  its  source  and  processing. 

(h)  The  term  "cosmetic  raw  material” 
means  any  ingredient,  including  an  in¬ 
gredient  that  is  a  mixture,  which  is  used 
in  the  manufacture  of  a  cosmetic  prod¬ 
uct  for  commercial  distribution  and  is 
supplied  to  a  cosmetic  product  manufac¬ 
turer,  packer,  or  distributor  by  a  cos¬ 
metic  raw  material  manufacturer  or 
supplier. 

(i>  The  term  “commercial  distribu¬ 
tion”  of  a  cosmetic  product  means  an¬ 
nual  gross  sales  in  excess  of  $1,000  for 
that  product. 

(j)  “Establishment”  means  a  place  of 
business  where  cosmetic  products  are 
manufactured  or  packaged. 

(k)  The  term  “manufacture”  of  a  cos¬ 
metic  product  means  the  making  of  any 
cosmetic  product  by  chemical,  physical, 
biological,  or  other  procedures,  including 
manipulation,  sampling,  testing,  or  con¬ 
trol  procedures  applied  to  the  product. 

(l)  The  term  “packaging”  of  a  cos¬ 
metic  product  means  filling  or  labeling 
the  product  container,  including  chang¬ 
ing  the  immediate  container  or  label  (but 
excluding  changing  other  labeling)  at 
any  point  in  the  distribution  of  the  cos¬ 
metic  product  from  the  original  place  of 
manufacture  to  the  person  who  makes 
final  delivery  or  sale  to  the  ultimate 
consumer. 

<m)  The  term  “all  business  trading 
names  used  by  the  establishment”  means 
any  name  which  is  used  on  a  cosmetic 
product  label  and  owned  by  the  cosmetic 
product  manufacturer  or  packer,  but  is 
different  from  the  principal  name  under 
which  the  cosmetic  product  manufac¬ 
turer  or  packer  is  registered. 

(n)  The  definitions  and  interpretations 
contained  in  sections  201,  601,  and  602 
of  the  act  shall  be  applicable  to  such 
terms  when  used  in  the  regulations  in 
this  subchapter.  * 

(o)  “System  of  commercial  distribu¬ 
tion”  of  a  cosmetic  product  means  any 
distribution  outside  the  establishment 
manufacturing  the  product,  whether  for 
sale,  to  promote  future  sales  (including 
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free  samples  of  the  product) ,  or  to  gage 
consumer  acceptance  through  market 
testing,  in  excess  of  $1,000  in  cost  of 
goods. 

(p)  “Piled  screening  procedure”  means 
a  procedure  that  is : 

(1)  On  file  with  the  Pood  and  Drug 
Administration  and  subject  to  public 
inspection; 

(2)  Designed  to  determine  that  there 
is  a  reasonable  basis  for  concluding  that 
an  alleged  injury  did  not  occur  in  con¬ 
junction  with  the  use  of  the  cosmetic 
product;  and 

(3)  Which  is  subject,  upon  request  by 
the  Pood  and  Drug  Administration,  to  an 
audit  conducted  by  the  Food  and  Drug 
Administration  at  reasonable  times  and, 
where  an  audit  is  conducted,  such  audit 
shows  that  the  procedure  is  consistently 
being  applied  and  that  the  procedure  is 
not  disregarding  reportable  information. 

(q)  “Reportable  experience”  means  an 
experience  involving  any  allergic  reac¬ 
tion,  or  other  bodily  injury,  alleged  to  be 
the  result  of  the  use  of  a  cosmetic  prod¬ 
uct  under  the  conditions  of  use  pre¬ 
scribed  in  the  labeling  of  the  product, 
under  such  conditions  of  use  as  are  cus¬ 
tomary  or  reasonably  foreseeable  for  the 
product  or  under  conditions  of  misuse, 
that  has  been  reported  to  the  manufac¬ 
turer,  packer,  or  distributor  of  the  prod¬ 
uct  by  the  affected  person  or  any  other 
person  having  factual  knowledge  of  the 
incident,  other  than  an  alleged  experi¬ 
ence  which  has  been  determined  to  be 
unfounded  or  spurious  when  evaluated 
by  a  filed  screening  procedure. 

(r)  “Unusual  reportable  experience” 
means  a  reportable  experience  which  by 
kind,  severity,  or  frequency  of  incidence, 
differs  significantly  from  the  reporting 
firm’s  previous  experience  or  from  the 
norm  reported  for  like  cosmetics  in  the 
same  product  category,  using  the  prod¬ 
uct  categories  set  forth  in  §  720.4(c)  of 
this  chapter. 

Subpart  B — Requirements  for  Specific 
Cosmetic  Products 

§  700.10  Shi^mpoo  preparations  contain¬ 
ing  egg  as  one  of  the  ingredients. 

The  present  views  of  the  Pood  and 
Drug  Administration  concerning  the 
status  of  shampoo  preparations  contain¬ 
ing  egg  as  one  of  the  ingredients  are  as 
follows : 

(a)  An  article  designated  as  “egg 
shampoo”  should  contain  one  egg  (or  the 
equivalent  amount  of  dried  whole  egg) 
in  that  quantity  of  the  article  which 
would  be  used  in  one  shampooing  of  the 
hair. 

(b)  An  article  that  contains  less  than 
one  egg  per  “shampoo”  should  not  be 
referred  to  as  an  “egg  shampoo,”  and  the 
word  “egg”  should  not  be  used  as  part 
of  the  name  of  the  article.  At  the  pres¬ 
ent  time,  the  Food  and  Drug  Administra¬ 
tion  is  not  raising  objection  to  the  mar¬ 
keting  of  an  article  containing  less  than 
one  egg  per  “shampoo,”  provided  the 
word  “egg”  does  not  appear  in  the  name 
of  the  article,  the  reference  to  the  egg 
ingredient,  such  as  “plus  egg,”  appears 
In  a  subordinate  position  on  the  label  and 


is  in  type  which  1s  substantially  reduced 
in  size  in  comparison  with  the  title  of  the 
article,  and  the  reference  to  the  presence 
of  egg  reveals  the  amount  of  the  egg 
ingredient. 

(c)  In  the  case  of  an  article  containing 
less  than  2  percent  egg,  the  amount  of 
egg  is  so  small  as  to  be  insignificant,  and 
it  is  therefore  considered  that  it  would 
be  misleading  for  the  labeling  to  make 
any  mention  of  the  presence  of  egg  in 
such  a  product. 

§  700.11  Cosmetics  containing  bitliionol. 

(a)  Bithionol  has  been  used  to  some 
extent  as  an  antibacterial  agent  in  cos¬ 
metic  preparations  such  as  detergent 
bars,  shampoos,  creams,  lotions,  and 
bases  used  to  hide  blemishes.  New  evi¬ 
dence  of  clinical  experience  and  photo¬ 
patch  tests  indicate  that  bithionol  is 
capable  of  causing  photosensitivity  in 
man  when  used  topically  and  that  in 
some  instances  the  photosensitization 
may  persist  for  prolonged  periods  as 
severe  reactions  without  further  con¬ 
tact  with  sensitizing  articles.  Also, 
there  is  evidence  to  indicate  that 
bithionol  may  produce  cross-sensitiza¬ 
tion  with  other  commonly  used  chemi¬ 
cals  such  as  certain  halogenated 
salicylanilides  and  hexachlorophene.  It 
is,  therefore,  the  view  of  the  Food  and 
Drug  Administration  that  bithionol  is  a 
deleterious  substance  which  may  render 
any  cosmetic  product  that  contains  it  in¬ 
jurious  to  users.  Accordingly,  any  cos¬ 
metic  containing  bithionol  is  deemed  to 
be  adulterated  under  section  601(a)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act. 

(b)  Regulatory  proceedings  may  be 
initiated  with  respect  to  any  cosmetic 
preparation  containing  bithionol  shipped 
within  the  jurisdiction  of  the  act  after 
March  15, 1968. 

§  700.13  Use  of  mercury  compounds  in 
cosmetics  including  use  as  skin- 
bleaching  agent  in  cosmetic  prepara¬ 
tions  also  regarded  as  drugs. 

(a)  Mercury-containing  cosmetic 
preparations  have  been  represented  for 
many  years  as  skin-bleaching  agents  or 
as  preparations  to  remove  or  prevent 
freckles  and/or  brown  spots  (so-called 
age  spots) .  Preparations  intended  for 
such  use  are  regarded  as  drugs  as  well 
as  cosmetics.  In  addition  to  such  use  as 
skin-bleaching  agents,  mercury  com¬ 
pounds  have  also  been  widely  used  as 
preservatives  in  cosmetics  such  as  hand 
and  body  creams  and  lotions;  hair  sham¬ 
poos,  hair  sets  and  rinses,  hair  straight- 
eners,  hair  coloring,  and  other  prepa¬ 
rations  ;  bath  oils,  bubble  bath,  and  other 
bath  preparations;  makeup;  antiper- 
spirants  and  deodorants;  and  eye-area 
cosmetics. 

(b)  The  toxicity  of  mercury  com¬ 
pounds  is  extensively  documented  in 
scientific  literature.  It  is  well  known  that 
mercury  compounds  are  readily  ab¬ 
sorbed  through  the  unbroken  skin  as  well 
as  through  the  lungs  by  inhalation  and 
by  intestinal  absorption  after  ingestion. 
Mercury  is  absorbed  from  topical  appli¬ 
cation  and  is  accumulated  in  the  body, 


giving  rise  to  numerous  adverse  effects. 
Mercury  is  a  potent  allergen  and  sensi¬ 
tizer,  and  skin  irritation  is  common  after 
topical  application.  Cosmetic  prepara¬ 
tions  containing  mercury  compounds  are 
often  applied  with  regularity  and  fre¬ 
quency  for  prolonged  periods.  Such 
chronic  use  of  mercury-containing  skin- 
bleaching  preparations  has  resulted  in 
the  accumulation  of  mercury  in  the  body 
and  the  occurrence  of  severe  reactions. 
Reoently  it  has  also  been  determined 
that  microorganisms  in  the  environment 
can  convert  various  forms  of  mercury 
into  highly  toxic  methyl  mercury  which 
has  been  found  in  the  food  supply  and  is 
now  considered  to  be  a  serious  environ¬ 
mental  problem. 

(c)  The  effectiveness  of  mercury- 
containing  preparations  as  skin-bleach¬ 
ing  agents  is  questionable.  The  Food  and 
Drug  Administration  has  not  been  pro¬ 
vided  with  well  controlled  studies  to 
document  the  effectiveness  of  these 
preparations.  Although  mercurial  pre¬ 
servatives  are  recognized  as  highly  effec¬ 
tive,  less  toxic  and  satisfactory  substi¬ 
tutes  are  available  except  in  the  case  of 
certain  eye-area  cosmetics. 

(d)  Because  of  the  known  hazards  of 
mercury,  its  questionable  efficacy  as  a 
skin-bleaching  agent,  and  the  availa¬ 
bility  of  effective  and  less  toxic  non¬ 
mercurial  preservatives,  there  is  no 
justification  for  the  use  of  mercury  in 
skin-bleaching  preparations  or  its  use 
as  a  preservative  in  cosmetics,  with  the 
exception  of  eye-area  cosmetics  for 
which  no  other  effective  and  safe  non¬ 
mercurial  preservative  is  available.  The 
continued  use  of  mercurial  preservatives 
in  such  eye-area  cosmetics  is  warranted 
because  mercury  compounds  are  ex¬ 
ceptionally  effective  in  preventing 
Pseudomonas  contamination  of  cos¬ 
metics  and  Pseudomonas  infection  of  the 
eye  can  cause  serious  injury,  including 
blindness.  Therefore: 

(1)  The  Food  and  Drug  Administra¬ 
tion  withdraws  the  opinion  expressed  in 
trade  correspondence  TC-9  (issued  May 
13, 1939)  and  concludes  that  any  product 
containing  mercury  as  a  skin-bleaching 
agent  and  offered  for  sale  as  skin-bleach¬ 
ing,  beauty,  or  facial  preparation  is  mis¬ 
branded  within  the  meaning  of  sections 
502(a),  502(f)  (1)  and  (2),  and  502(j), 
and  may  be  a  new  drug  without  approval 
in  violation  of  section  505  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  Any  such 
preparation  shipped  within  the  juris¬ 
diction  of  the  act  after  January  5,  1973 
will  be  the  subject  of  regulatory  action. 

(2)  The  Food  and  Drug  Administra¬ 
tion  withdraws  the  opinion  expressed  in 
trade  correspondence  TC-412  (issued 
Feb.  11,  1944)  and  will  regard  as  adul¬ 
terated  within  the  meaning  of  section 
601(a)  of  the  act  any  cosmetic  contain¬ 
ing  mercury  unless  the  cosmetic  meets 
the  conditions  of  paragraph  (d)  (2)  (i) 
or  (ii)  of  this  section. 

(i)  It  is  a  cosmetic  containing  no  more 
than  a  trace  amount  of  mercury  and 
such  trace  amount  is  unavoidable  under 
conditions  of  good  manufacturing  prac¬ 
tice  and  is  less  than  1  part  per  million 
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(0.0001  percent),  calculated  as  the 
metal;  or 

(ii)  It  Is  a  cosmetic  Intended  for  use 
only  In  the  area  of  the  eye,  it  contains 
no  more  than  65  parts  per  million  (0.0065 
percent)  of  mercury,  calculated  as  the 
metal,  as  a  preservative,  and  there  is 
no  effective  and  safe  nonmercurial  sub¬ 
stitute  preservative  available  for  use  in 
such  cosmetic. 

(Secs.  602(a)  (f),  (J),  605,  601(a),  52  Stat. 
1050,  1051,  1052-1053  as  amended,  1054;  21 
U.S.C.  352(a),  (f).  (J),  355,  361(a).) 


PART  701— COSMETIC  LABELING 

Subpart  A — General  Provisions 

Sec. 

701.1  Misbranding. 

701.2  Form  of  stating  labeling  require¬ 

ments. 

701.3  Designation  of  ingredients. 

701.9  Exemptions  from  labeling  require¬ 

ments. 

Subpart  B — Package  Form 

701.10  Principal  display  panel. 

701.11  Identity  labeling. 

701.12  Name  and  place  of  business  of  manu¬ 

facturer,  packer,  or  distributor. 

701.13  Declaration  of  net  quantity  of  con¬ 

tents. 

Subpart  C — Labeling  of  Specific  Ingredients 

701.20  Detergent  substances,  other  than 
soap,  intended  for  use  in  cleansing 
the  body. 

Authority  ;  Secs.  601,  602,  701(a),  704,  52 
Stat.  1054,  as  amended,  1055,  1057,  as 

amended;  21  U.S.C.  361,  362,  371(a),  374,  un¬ 
less  otherwise  noted. 

Subpart  A — General  Provisions 
§  701.1  Misbranding. 

(a)  Among  representations  in  label¬ 
ing  of  a  cosmetic  which  render  such 
cosmetic  misbranded  is  a  false  or  mis¬ 
leading  representation  with  respect  to 
another  cosmetic  or  a  food,  drug,  or  de¬ 
vice. 

(b)  The  labeling  of  a  cosmetic  which 
contains  two  or  more  ingredients  may 
be  misleading  by  reason  (among  other 
reasons)  of  the  designation  of  such  cos¬ 
metic  in  such  labeling  by  a  name  which 
includes  or  suggests  the  name  of  one  or 
more  but  not  all  such  ingredients,  even 
though  the  names  of  all  such  ingredients 
are  stated  elsewhere  in  the  labeling. 

§  701.2  Form  of  stating  labeling  re¬ 
quirements. 

(a)  A  word,  statement,  or  other  infor¬ 
mation  required  by  or  under  authority  of 
the  act  to  appear  on  the  label  may  lack 
that  prominence  and  conspicuousness 
required  by  section  602(c)  of  the  act  by 
reason  (among  other  reasons)  of: 

(1)  The  failure  of  such  word,  state¬ 
ment,  or  information  to  appear  on  the 
part  or  panel  of  the  label  which  is  pre¬ 
sented  or  displayed  under  customary 
conditions  of  purchase; 

(2)  The  failure  of  such  word,  state¬ 
ment,  or  information  to  appear  on  two  or 
more  parts  or  panels  of  the  label,  each  of 
which  has  sufficient  space  therefor,  and 
each  of  which  is  so  designed  as  to  render 
it  likely  to  be,  under  customary  condi¬ 
tions  of  purchase,  the  part  or  panel 
displayed; 


(3)  The  failure  of  the  label  to  extend 
over  the  area  of  the  container  or  pack¬ 
age  available  for  such  extension,  so  as 
to  provide  sufficient  label  space  for  the 
prominent  placing  of  such  word,  state¬ 
ment,  or  information; 

(4)  Insufficiency  of  label  space  (for 
the  prominent  placing  of  such  word, 
statement,  or  information)  resulting 
from  the  use  of  label  space  for  any  word, 
statement,  design,  or  device  w’hich  is  not 
required  by  or  under  authority  of  the 
act  to  appear  on  the  label; 

(5)  Insufficiency  of  label  space  (for 
the  prominent  placing  of  such  word, 
statement,  or  information)  resulting 
from  the  use  of  label  space  to  give  mate¬ 
rially  greater  conspicuousness  to  any 
other  word,  statement,  or  information, 
or  to  any  design  or  device; 

(6)  Smallness  or  style  of  type  in 
•which  such  word,  statement,  or  informa¬ 
tion  appears,  insufficient  background 
contrast,  obscuring  designs  or  vignettes, 
or  crowding  with  other  written,  printed, 
or  graphic  matter. 

(b)(1)  All  words,  statements,  and 
other  information  required  by  or  under 
authority  of  the  act  to  appear  on  the  label 
or  labeling  shall  appear  thereon  in  the 
English  language :  Provided,  however. 
That  in  the  case  of  articles  distributed 
solely  in  the  Commonwealth  of  Puerto 
Rico  or  in  a  Territory  where  the  pre¬ 
dominant  language  is  one  other  than 
English,  the  predominant  language  may 
be  substituted  for  English. 

(2)  If  the  label  contains  any  repre¬ 
sentation  in  a  foreign  language,  all 
words,  statements,  and  other  informa¬ 
tion  required  by  or  under  authority  of 
the  act  to  appear  on  the  label  shall  ap¬ 
pear  thereon  in  the  foreign  language. 

(3)  If  the  labeling  contains  any  repre¬ 
sentation  in  a  foreign  language,  all 
words,  statements,  and  other  informa¬ 
tion  required  by  or  under  authority  of 
the  act  to  appear  on  the  label  or  labeling 
shall  appear  chi  the  labeling  in  the  for¬ 
eign  language. 

§  701.3  Designation  of  ingredients. 

(a)  The  label  on  each  package  of  a 
cosmetic  shall  bear  a  declaration  of  the 
name  of  each  ingredient  In  descending 
order  of  predominance,  except  that  fra¬ 
grance  or  flavor  may  be  listed  as  fra¬ 
grance  or  flavor.  An  ingredient  which  is 
both  fragrance  and  flavor  shall  be  desig¬ 
nated  by  each  of  the  functions  it  per¬ 
forms  unless  such  ingredient  is  identified 
by  name.  No  ingredient  may  be  desig¬ 
nated  as  fragrance  or  flavor  unless  it  is 
within  the  meaning  of  such  term  as  com¬ 
monly  understood  by  consumers.  Where 
one  or  more  ingredients  is  accepted  by 
the  Pood  and  Drug  Administration  as 
exempt  from  public  disclosure  pursuant 
to  the  procedure  established  in  5  720.8 
(a)  of  this  chapter,  in  lieu  of  label  decla¬ 
ration  of  identity  the  phrase  “and  other 
ingredients”  may  be  used  at  the  end  of 
the  ingredient  declaration. 

(b)  The  declaration  of  ingredients 
shall  appear  with  such  prominence  and 
conspicuousness  as  to  render  it  likely  to 
be  read  and  understood  by  ordinary  indi¬ 
viduals  under  normal  conditions  of  pur¬ 
chase.  The  declaration  shall  appear  on 
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any  appropriate  information  panel  in 
letters  not  less  than  1/16  of  an  inch  in 
height  and  without  obscuring  design,  vi¬ 
gnettes,  or  crowding.  In  the  absence  of 
sufficient  space  for  such  declaration  on 
the  package,  or  where  the  manufacturer 
or  distributor  wishes  to  use  a  decorative 
container,  the  declaration  may  appear 
on  a  firmly  affixed  tag,  tape,  or  card.  In 
those  cases  where  there  is  insufficient 
space  for  such  declaration  on  the  pack¬ 
age,  and  it  is  not  practical  to  firmly  affix 
a  tag,  tape,  or  card,  the  Commissioner 
may  establish  by  regulation  an  accept¬ 
able  alternate  (e.g.,  a  smaller  type 
size).  A  petition  requesting  such  a  regu¬ 
lation  as  an  amendment  to  this  para¬ 
graph  shall  be  submitted  to  the  Hearing 
Clerk  in  the  form  established  in  §  2.65 
of  this  chapter. 

(c)  A  cosmetic  ingredient  shall  be 
identified  in  the  declaration  of  ingredi¬ 
ents  by: 

(1)  The  name  established  by  the  Com¬ 
missioner  for  that  ingredient  for  the  pur¬ 
pose  of  cosmetic  ingredient  labeling,  pur¬ 
suant  to  paragraph  (e)  of  this  section; 

(2)  In  the  absence  of  such  name,  the 
name  adopted  for  that  ingredient  in  the 
following  editions  and  supplements  of 
the  following  compendia,  listed  in  order 
as  the  source  to  be  utilized: 

(i)  CTFA  (Cosmetic,  Toiletry  and  Fra¬ 
grance  Association,  Inc.)  Cosmetic  In¬ 
gredient  Dictionary,  First  Ed.,  1973.1 

(ii)  United  States  Pharmacopeia,  18th 
Ed.,  1970/ 

(ill)  National  Formulary,  13th  Ed„ 
1970/ 

(iv) .  Food  Chemicals  Codex,  Second 
Ed.,  1972/ 

(v)  United  States  Adopted  Names, 
(USAN  10)  and  the  USP  Dictionary  of 
Drug  Names,  1961-1971  cumulative  list, 
and  1973  Supplement.’ 

(3)  In  the  absence  of  such  a  listing, 
the  name  generally  recognized  by 
consumers. 

(4)  In  the  absence  of  any  of  the  above, 
the  chemical  or  other  technical  name  or 
description. 

(d)  Where  a  cosmetic  product  is  also  a 
drug,  the  declaration  shall  first  declare 
the  active  drug  ingredients  as  required 
under  section  502(e)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  and  shall  then 
declare  the  cosmetic  ingredients. 

(e)  Interested  persons  may  submit  a 
petition  requesting  the  establishment  of 
a  specific  name  for  a  cosmetic  ingredient. 
Any  such  petition  shall  include  a  factual 
basis  adequate  to  support  the  petition, 
shall  be  in  the  form  set  forth  in  8  2.65 
of  this  chapter,  and  will  be  published  in 
the  Federal  Register  for  comment  if  it 
contains  reasonable-  grounds.  The  Com- 


1  Copies  may  be  obtained  from :  The  Cos¬ 
metic,  Toiletry  and  Fragrance  Association, 
Inc.,  1625  Eye  Street  NW.,  Washington,  D.C. 
20006. 

*  Copies  may  be  obtained  from:  United 
States  Pharmacopeial  Convention,  Inc.,  12601 
Twinbrook  Parkway,  Rockville,  MD  20852. 

*  Copies  may  be  obtained  from:  American 
Pharmaceutical  Association,  2215  Constitu¬ 
tion  Avenue  NW.,  Washington,  DC  20037. 

‘Copies  may  be  obtained  from:  National 
Academy  of  Sclenoes,  2101  Constitution  Ave¬ 
nue  NW.,  Washington,  DC  20037. 
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missioner  may  also  propose  such  a  name 
on  his  own  initiative. 

Effective  date.  All  cosmetic  labeling 
ordered  after  March  31, 1974,  and  all  cos¬ 
metic  products  labeled  after  March  31, 
1975,  shall  comply  with  this  regulation. 

§  701.9  Exemptions  from  labeling  re¬ 
quirements. 

(a)  Except  as  provided  by  paragraphs 

(b)  and  (c)  of  this  section,  a  shipment 
or  other  delivery  of  a  cosmetic  which  is, 
in  accordance  with  the  practice  of  the 
trade,  to  be  processed,  labeled,  or  re¬ 
packed  in  substantial  quantity  at  an  es¬ 
tablishment  other  than  that  where  origi¬ 
nally  processed  or  packed,  shall  be  ex¬ 
empt,  during  the  time  of  introduction 
into  and  movement  in  interstate  com¬ 
merce  and  the  time  of  holding  in  such 
establishment,  from  compliance  with  the 
labeling  requirements  of  sections  601(a) 
and  602(b)  of  the  act  if: 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate 
commerce  is  the  operator  of  the  estab¬ 
lishment  where  such  cosmetic  is  to  be 
processed,  labeled,  or  repacked;  or 

(2)  In  case  such  person  is  not  such 
operator,  such  shipment  or  delivery  is 
made  to  such  establishment  under  a 
written  agreement,  signed  by  and  con¬ 
taining  the  post  office  addresses  of  such 
person  and  such  operator,  and  contain¬ 
ing  such  specifications  for  the  processing, 
labeling,  or  repacking,  as  the  case  may 
be,  of  such  cosmetic  in  such  establish¬ 
ment  as  will  insure,  if  such  specifications 
are  followed,  that  such  cosmetic  will  not 
be  adulterated  or  misbranded  within  the 
meaning  of  the  act  upon  completion  of 
such  processing,  labeling,  or  repacking. 
Such  person  and  such  operator  shall  each 
keep  a  copy  of  such  agreement  until  2 
years  after  the  final  shipment  or  delivery 
of  such  cosmetic  from  such  establish¬ 
ment,  and  shall  make  such  copies  avail¬ 
able  for  inspection  at  any  reasonable 
hour  to  any  officer  or  employee  of  the 
Department  who  requests  them. 

(b)  An  exemption  of  a  shipment  or 
other  delivery  of  a  cosmetic  under  para¬ 
graph  (a)  (1)  of  this  section  shall,  at 
the  beginning  of  the  act  of  removing 
such  shipment  or  delivery,  or  any  part 
thereof,  from  such  establishment,  be¬ 
come  void  ab  initio  if  the  cosmetic  com¬ 
prising  such  shipment,  delivery,  or  part 
is  adulterated  or  misbranded  within  the 
meaning  of  the  act  when  so  removed. 

(c)  An  exemption  of  a  shipment  or 
other  delivery  of  a  cosmetic  under  par¬ 
agraph  (a)  (2)  of  this  section  shall  be¬ 
come  void  ab  initio  with  respect  to  the 
person  who  introduced  such  shipment  or 
delivery  into  interstate  commerce  upon 
refusal  by  such  person  to  make  available 
for  inspection  a  copy  of  the  agreement, 
as  required  by  such  clause. 

(d)  An  exemption  of  a  shipment  or 
other  delivery  of  a  cosmetic  under  para¬ 
graph  (a)  (2)  of  this  section  shall  ex¬ 
pire: 

( 1 )  At  the  beginning  of  the  act  of  re¬ 
moving  such  shipment  or  delivery,  or 
any  part  thereof,  from  such  establish¬ 
ment  if  the  cosmetic  comprising  such 
shipment,  delivery,  or  part  is  adulterated 


or  misbranded  within  the  meaning  of  the 
act  when  so  removed;  or 

(2)  Upon  refusal  by  the  operator  of 
the  establishment  where  such  cosmetic 
is  to  be  processed,  labeled,  or  repacked, 
to  make  available  for  inspection  a  copy 
of  the  agreement,  as  required  by  such 
clause. 

(Sec.  603,  52  Stat.  1054,  as  amended:  21  U.S.C. 
363) 

Subpart  B — Package  Form 
§  701.10  Principal  display  panel. 

The  term  “principal  display  panel”  as 
it  applies  to  cosmetics  in  package  form 
and  as  used  in  this  part,  means  the  part 
of  a  label  that  is  most  likely  to  be  dis¬ 
played,  presented,  shown,  or  examined 
under  customary  conditions  of  display 
for  retail  sale.  The  principal  display 
panel  shall  be  large  enough  to  accom¬ 
modate  all  the  mandatory  label  informa¬ 
tion  required  to  be  placed  thereon  by  this 
part  with  clarity  and  conspicuousness 
and  without  obscuring  designs,  vignettes, 
or  crowding.  Where  packages  bear  alter¬ 
nate  principal  display  panels,  informa¬ 
tion  required  to  be  placed  on  the  prin¬ 
cipal  display  panel  shall  be  duplicated  on 
each  principal  display  panel.  For  the 
purpose  of  obtaining  uniform  type  size 
in  declaring  the  quantity  of  contents  of 
all  packages  of  substantially  the  same 
size,  the  term  “area  of  the  principal  dis¬ 
play  panel”  means  the  area  of  the  side 
or  surface  that  bears  the  principal  dis¬ 
play  panel,  which  area  shall  be: 

(a)  In  the  case  of  a  rectangular  pack¬ 
age  where  one  entire  side  properly  can  be 
considered  to  be  the  principal  display 
panel  side,  the  product  of  the  height 
times  the  width  of  that  side; 

(b)  In  the  case  of  a  cylindrical  or 
nearly  cylindrical  container,  40  percent 
of  the  product  of  the  height  of  the  con¬ 
tainer  times  the  circumference;  and 

(c)  In  the  case  of  any  other  shape  of 
container,  40  percent  of  the  total  surface 
of  the  container:  Provided,  however. 
That  where  such  container  presents  an 
obvious  “principal  display  panel”  such 
as  the  top  of  a  triangular  or  circular 
package,  the  area  shall  consist  of  the  en¬ 
tire  top  surface. 

In  determining  the  area  of  the  principal 
display  panel,  exclude  tops,  bottoms, 
flanges  at  the  tops  and  bottoms  of  cans, 
and  shoulders  and  necks  of  bottles  or 
jars.  In  the  case  of  cylindrical  or  nearly 
cylindrical  containers,  information  re¬ 
quired  by  this  part  to  appear  on  the 
principal  display  panel  shall  appear 
within  that  40  percent  of  the  circum¬ 
ference  which  is  most  likely  to  be  dis¬ 
played,  presented,  shown,  or  examined 
under  customary  condtions  of  display 
for  retail  sale. 

§701.11  Identity  labeling. 

(a)  The  principal  display  panel  of  a 
cosmetic  in  package  form  shall  bear  as 
one  of  its  principal  features  a  statement 
of  the  identity  of  the  commodity. 

(b)  Such  statement  of  identity  shall 
be  in  terms  of : 

(1)  The  common  or  usual  name  of  the 
cosmetic;  or 

(2)  An  appropriately  descriptive  name 


or,  when  the  nature  of  the  cosmetic  is 
obvious,  a  fanciful  name  understood  by 
the  public  to  identify  such  cosmetic;  or 

(3)  An  appropriate  illustration  or  vig¬ 
nette  representing  the  intended  cosmetic 
use. 

(c)  The  statement  of  identity  shall  be 
presented  in  bold  type  on  the  principal 
display  panel,  shall  be  in  a  size  reason¬ 
ably  related  to  the  most  prominent 
printed  matter  on  such  panel,  and  shall 
be  in  lines  generally  parallel  to  the  base 
on  which  the  package  rests  as  it  is  de¬ 
signed  to  be  displayed. 

§  701.12  Name  and  place  of  business  of 
manufacturer,  packer,  or  distributor. 

(a)  The  label  of  a  cosmetic  in  pack¬ 
age  form  shall  specify  conspicuously  the 
name  and  place  of  business  of  the  manu¬ 
facturer,  packer,  or  distributor. 

(b)  The  requirement  for  declaration 
of  the  name  of  the  manufacturer,  packer, 
or  distributor  shall  be  deemed  to  be  satis¬ 
fied  in  the  case  of  a  corporation  only  by 
the  actual  corporate  name,  which  may 
be  preceded  or  followed  by  the  name  of 
the  particular  division  of  the  corpora¬ 
tion.  Abbreviations  for  “Company,”  “In¬ 
corporated,”  etc.,  may  be  used  and  “The” 
may  be  omitted.  In  the  case  of  an  indi¬ 
vidual,  partnership,  or  association,  the 
name  under  which  the  business  is  con¬ 
ducted  shall  be  used. 

(c)  Where  the  cosmetic  is  not  manu¬ 
factured  by  the  person  whose  name  ap¬ 
pears  on  the  label,  the  name  shall  be 
qualified  by  a  phrase  that  reveals  the 
connection  such  person  has  with  such 
cosmetic;  such  as,  “Manufactured  for 

_ ”,  “Distributed  by _ 

_ ”,  or  any  other  wording  that  ex¬ 
presses  the  facts. 

(d)  The  statement  of  the  place  of 
business  shall  include  the  street  address, 
city,  State,  and  ZIP  Code;  however,  the 
street  address  may  be  omitted  if  it  is 
shown  in  a  current  city  directory  or  tele¬ 
phone  directory.  The  requirement  for 
inclusion  of  the  ZIP  Code  shall  apply 
only  to  consumer  commodity  labels  de¬ 
veloped  or  revised  after  the  effective  date 
of  this  section.  In  the  case  of  noncon¬ 
sumer  packages,  the  ZIP  Code  shall  ap¬ 
pear  either  on  the  label  or  the  labeling 
(including  the  invoice) . 

(e)  If  a  person  manufactures,  packs, 
or  distributes  a  cosmetic  at  a  place  other 
than  his  principal  place  of  business,  the 
label  may  state  the  principal  place  of 
business  in  lieu  of  the  actual  place  where 
such  cosmetic  was  manufactured  or 
packed  or  is  to  be  distributed,  unless 
such  statement  would  be  misleading. 

§  701.13  Declaration  of  net  quantity  of 
contents. 

(a)  The  label  of  a  cosmetic  in  pack¬ 
age  form  shall  bear  a  declaration  of  the 
net  quantity  of  contents.  This  shall  be 
expressed  in  terms  of  weight,  measure, 
numerical  count,  or  a  combination  of 
numerical  count  and  weight  or  measure. 
The  statement  shall  be  in  terms  of  fluid 
measure  if  the  cosmetic  is  liquid  or  in 
terms  of  weight  if  the  cosmetic  is  solid, 
semisolid,  or  viscous,  or  a  mixture  of 
solid  and  liquid.  If  there  is  a  firmly 
established,  general  consumer  usage  and 
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trade  custom  of  declaring  the  net  quan¬ 
tity  of  a  cosmetic  by  numerical  count, 
linear  measure,  or  measure  of  area,  such 
respective  term  may  be  used.  If  there 
is  a  firmly  established,  general  consumer 
usage  and  trade  custom  of  declaring  the 
contents  of  a  liquid  cosmetic  by  weight, 
or  a  solid,  semisolid,  or  viscous  cosmetic 
by  fluid  measure,  it  may  be  used.  When¬ 
ever  the  Commissioner  determines  for  a 
specific  packaged  cosmetic  that  an  exist¬ 
ing  practice  of  declaring  net  quantity  of 
contents  by  weight,  measure,  numerical 
count,  or  a  combination  of  these  does  not 
facilitate  value  comparisons  by  consum¬ 
ers,  he  shall  by  regulation  designate  the 
appropriate  term  or  terms  to  be  used  for 
such  cosmetic. 

(b)  Statements  of  weight  shall  be  in 
terms  of  avoirdupois  pound  and  ounce. 
Statements  of  fluid  measure  shall  be  in 
terms  of  the  U.S.  gallon  of  231  cubic 
inches  and  quart,  pint,  and  fluid-ounce 
subdivisions  thereof  and  shall  express 
the  volume  at  68°  F.  (20°  C.) . 

(c)  When  the  declaration  of  quantity 
of  contents  by  numerical  count,  linear 
measure,  or  measure  of  area  does  not 
give  accurate  information  as  to  the 
quantity  of  cosmetic  in  the  package,  it 
shall  be  augmented  by  such  statement  of 
weight,  measure,  or  size  of  the  individual 
units  or  the  total  weight  or  measure  of 
the  cosmetic  as  will  give  such  informa¬ 
tion. 

(d)  The  declaration  may  contain  com¬ 
mon  or  decimal  fractions.  A  common 
fraction  shall  be  in  terms  of  halves, 
quarters,  eighths,  sixteenths,  or  thirty- 
seconds;  except  that  if  there  exists  a 
firmly  established,  general  consumer 
usage  and  trade  custom  of  employing 
different  common  fractions  in  the  net 
quantity  declaration  of  a  particular 
commodity  they  may  be  employed.  A 
common  fraction  shall  be  reduced  to  its 
lowest  terms;  a  decimal  fraction  shall 
not  be  carried  out  to  more  than  two 
places.  A  statement  that  includes  small 
fractions  of  an  ounce  shall  be  deemed 
to  permit  smaller  variations  than  one 
which  does  not  include  such  fractions. 

(e)  The  declaration  shall  be  located 
on  the  principal  display  panel  of  the 
label;  with  respect  to  packages  bearing 
alternate  principal  display  panels,  it 
shall  be  duplicated  on  each  principal  dis¬ 
play  panel:  Provided,  That: 

(1)  The  principal  display  panel  of  a 
cosmetic  marketed  in  a  “boudoir-type” 
container  including  decorative  cosmetic 
containers  of  the  “cartridge,’'  “pill  box,” 
“compact,”  or  “pencil”  variety,  and 
those  with  a  capacity  of  one-fourth 
ounce  or  less,  may  be  considered  to  be  a 
tear-away  tag  or  tape  affixed  to  the 
decorative  container  and  bearing  the 
mandatory  label  information  as  required 
by  this  part,  but  the  type  size  of  the  net 
quantity  of  contents  statement  shall  be 
governed  by  the  dimensions  of  the  dec¬ 
orative  container;  and 

(2)  The  principal  display  panel  of  a 
cosmetic  marketed  on  a  display  card  to 
which  the  immediate  container  is  af¬ 
fixed  may  be  considered  to  be  the  dis¬ 
play  panel  of  the  card,  and  the  type  size 
of  the  net  quantity  of  contents  state¬ 


ment  is  governed  by  the  dimensions  of 
the  display  card. 

(f)  The  declaration  shall  appear  as  a 
distinct  item  on  the  principal  display 
panel,  shall  be  separated  (by  at  least  a 
space  equal  to  the  height  of  the  lettering 
used  in  the  declaration)  from  other 
printed  label  information  appearing 
above  or  below  the  declaration  and  (by  at 
least  a  space  equal  to  twice  the  width  of 
the  letter  “N”  of  the  style  of  type  used 
in  the  quantity  of  contents  statement) 
from  other  printed  label  information  ap¬ 
pearing  to  the  left  or  right  of  the  decla¬ 
ration.  It  shall  not  include  any  term 
qualifying  a  unit  of  weight,  measure,  or 
count  (such  as  “giant  pint”  and  “full 
quart”)  that  tends  to  exaggerate  the 
amount  of  the  cosmetic  in  the  con¬ 
tainer.  It  shall  be  placed  on  the  prin¬ 
cipal  display  panel  within  the  bottom  30 
percent  of  the  area  of  the  label  panel  in 
lines  generally  parallel  to  the  base  on 
which  the  package  rests  as  it  is  de¬ 
signed  to  be  displayed:  Provided,  That: 

(1)  On  packages  having  a  principal 
display  panel  of  5  square  inches  or  less, 
the  requirement  for  placement  within 
the  bottom  30  percent  of  the  area  of  the 
label  panel  shall  not  apply  when  the  dec¬ 
laration  of  net  quantity  of  contents 
meets  the  other  requirements  of  this 
part;  and 

(2)  In  the  case  of  a  cosmetic  that  is 
marketed  with  both  outer  and  inner  re¬ 
tail  containers  bearing  the  mandatory 
label  information  required  by  this  part, 
and  the  inner  container  is  not  intended 
to  be  sold  separately,  the  net  quantity  of 
contents  placement  requirement  of  this 
section  applicable  to  such  inner  con¬ 
tainers  is  waived. 

(g)  The  declaration  shall  accurately 
reveal  the  quantity  of  cosmetic  in  the 
package  exclusive  of  wrappers  and  other 
material  packed  therewith:  Provided, 
That: 

(1)  In  the  case  of  cosmetics  packed  in 
containers  designed  to  deliver  the  cos¬ 
metic  under  pressure,  the  declaration 
shall  state  the  net  quantity  of  the  con¬ 
tents  that  will  be  expelled  when  the  in¬ 
structions  for  use  as  shown  on  the  con¬ 
tainer  are  followed.  The  propellant  is 
included  in  the  net  quantity  declaration; 
and 

(2)  In  the  case  of  a  package  which 
'contains  the  integral  components  making 

up  a  complete  kit,  and  which  is  designed 
to  deliver  the  components  in  the  manner 
of  an  application  (for  example,  a  home 
permanent  wave  kit),  the  declaration 
may  state  the  net  quantity  of  the  con¬ 
tents  in  nondeceptive  terms  of  the  num¬ 
ber  of  applications  available  in  the  kit 
when  the  instructions  for  use  as  shown 
on  the  container  are  followed. 

(h)  The  declaration  shall  appear  in 
conspicuous  and  easily  legible  boldface 
print  or  type  in  distinct  contrast  (by 
typography,  layout,  color,  embossing,  or 
molding)  to  other  matter  on  the  pack¬ 
age;  except  that  a  declaration  of  net 
quantity  blown,  embossed,  or  molded  on 
a  glass  or  plastic  surface  is  permissible 
when  all  label  information  is  so  formed 
on  the  surface.  Requirements  of  con¬ 


spicuousness  and  legibility  shall  include 
the  specifications  that: 

(1)  The  ratio  of  height  to  width  (of 
the  letter)  shall  not  exceed  a  differential 
of  3  units  to  1  unit  (no  more  than  3  times 
as  high  as  it  is  wide) . 

(2)  Letter  heights  pertain  to  upper 
case  or  capital  letters.  When  upper  and 
lower  case  or  all  lower  case  letters  are 
used,  it  is  the  lower  case  letter  “o”  or  its 
equivalent  that  shall  meet  the  minimum 
standards. 

(3)  When  fractions  are  used,  each 
component  numeral  shall  meet  one-half 
the  minimum  .height  standards. 

(i)  The  declaration  shall  be  in  letters 
and  numerals  in  a  type  size  established  in 
relationship  to  the  area  of  the  principal 
display  panel  of  the  package  and  shall 
be  uniform  for  all  packages  of  substan¬ 
tially  the  same  size  by  complying  with 
the  following  type  specification: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  5 
square  inches  or  less. 

(2)  Not  less  than  one-eighth  inch  in 
height  on  packages  the  principal  display 
panel  of  which  has  an  area  of  more  than 
5  but  not  more  than  25  square  inches. 

(3)  Not  less  than  three-sixteenths  inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  more 
than  25  but  not  more  than  100  square 
inches. 

(4)  Not  less  than  one-fourth  inch  in 
height  on  packages  the  principal  display 
panel  of  which  has  an  area  of  more  than 
100  square  inches,  except  not  less  than 
one-half  inch  in  height  if  the  area  is 
more  than  400  square  inches. 

Where  the  declaration  is  blown,  em¬ 
bossed,  or  molded  on  a  glass  or  plastic 
surface  rather  than  by  printing,  typing, 
or  coloring,  the  lettering  sizes  specified 
in  paragraph  (i)  (1)  through  (4)  of  this 
section  shall  be  increased  by  one- 
sixteenth  of  an  inch. 

(j)  On  packages  containing  less  than 
4  pounds  or  1  gallon  and  labeled  in  terms 
of  weight  or  fluid  measure: 

(1)  The  declaration  shall  be  expressed 
both  in  ounces,  with  identification  by 
weight  or  by  liquid  measure  and,  if  ap¬ 
plicable  (1  pound  or  1  pint  or  more), 
followed  in  parentheses  by  a  declaration 
in  pounds  for  weight  units,  with  any 
remainder  in  terms  of  ounces  or  common 
or  decimal  fractions  of  the  pound  (as 
set  forth  in  paragraph  (m)  (1)  and  (2) 
of  this  section) ,  or  in  the  case  of  liquid 
measure,  in  the  largest  whole  units 
(quarts,  quarts  and  pints,  or  pints,  as  ap¬ 
propriate)  with  any  remainder  in  terms 
of  fluid  ounces  or  common  or  decimal 
fractions  of  the  pint  or  quart  (as  set 
forth  in  paragraph  (m)  (3)  and  (4)  of 
this  section) .  Net  weight  or  fluid  measure 
of  less  than  1  ounce  shall  be  expressed  in 
common  or  decimal  fractions  of  the  re¬ 
spective  ounce  and  not  in  drams. 

■  (2)  The  declaration  may  appear  in 
more  than  one  line.  The  term  “net 
weight”  shall  be  used  when  stating  the 
net  quantity  of  contents  In  terms  of 
weight.  Use  of  the  terms  "net”  or  "net 
contents”  in  terms  of  fluid  measure  or 
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numerical  count  is  optional.  It  is  suffi¬ 
cient  to  distinguish  avoirdupois  ounce 
from  fluid  ounce  through  association  of 
terms;  for  example,  “Net  wt.  6  oz.”  or  “6 
oz.  net  wt.”  and  “Net  contents  6  fl.  oz.”  or 
“6  fl.  oz.” 

(k)  On  packages  containing  4  pounds 
or  1  gallon  or  more  and  labeled  in  terms 
of  weight  or  fluid  measure,  the  declara¬ 
tion  shall  be  expressed  in  pounds  for 
weight  units  with  any  remainder  in 
terms  of  ounces  or  common  or  decimal 
fractions  of  the  pound;  in  the  case  of 
fluid  measure,  it  shall  be  expressed  in 
the  largest  whole  unit  (gallons,  followed 
by  common  or  decimal  fractions  of  a 
gallon  or  by  the  next  smaller  whole  unit 
or  units  (quarts  or  quarts  and  pints) ) 
with  any  remainder  in  terms  of  fluid 
ounces  or  common  or  decimal  fractions 
of  the  pint  or  quart  (as  set  forth  in  para¬ 
graph  (m)  (5)  of  this  section) . 

(l)  [Reserved] 

(m)  Examples: 

(1)  A  declaration  of  ll/2  pounds 
weight  shall  be  expressed  as  “Net  wt.  24 
oz.  (1  lb.  8  oz.)",  “Net  wt.  24  oz.  (iy2 
lb.)  ”,  or  “Net  wt.  24  oz.  (1.5  lb.)  ”. 

(2)  A  declaration  of  three-fourths 
pound  avoirdupois  weight  shall  be 
expressed  as  “Net  wt.  12  oz.” 

(3)  A  declaration  of  1  quart  liquid 
measure  shall  be  expressed  as  “Net  con¬ 
tents  32  fl.  oz.  (1  qt.) 

(4)  A  declaration  of  1%  guarts  liquid 
measure  shall  be  expressed  as  “Net  con¬ 
tents  56  fl.  oz.  (1  qt.  iy2  pt.)"  or  “Net 
contents  56  fl.  oz.  (1  qt.  1  pt.  8  oz.)” 
but  not  in  terms  of  quart  and  ounce  such 
as  “Net  contents  56  fl.  oz.'U  qt.  24  oz.)”. 

(5)  A  declaration  of  2%  gallons  liquid 
measure  shall  be  expressed  in  the  alter¬ 
native  as  “Net  contents  2  gal.  2  qt."  and 
not  as  “2  gal.  4  pt.” 

(n)  For  quantities,  the  following  ab¬ 
breviations  and  none  other  may  be 
employed  (periods  and  plural  forms  are 
optional) : 

weight  wt.  gallon  gal. 

square  sq.  quart  qt. 

fluid  fl.  pint  pt. 

yard  yd.  ounce  oz. 

feet  or  foot  ft.  pound  lb. 

Inch  In. 

(o)  On  packages  labeled  in  terms  of 
linear  measure,  the  declaration  shall  be 
expressed  both  in  terms  of  inches  and, 
if  applicable  (1  foot  or  more) ,  the  largest 
whole  units  (yards,  yards  and  feet,  feet) . 
The  declaration  in  terms  of  the  largest 
whole  units  shall  be  in  parentheses  fol¬ 
lowing  the  declaration  in  terms  of  inches 
and  any  remainder  shall  be  in  terms  of 
inches  or  common  or  decimal  fractions 
of  the  foot  or  yard.  Examples  are  “86 
inches  (2  yd.  1  ft.  2  inches)”,  “90  inches 
(2 y2  yd.)  ”,  “30  inches  (2.5  ft.)  ”,  etc. 

(p)  On  packages  labeled  in  terms  of 
area  measure,  the  declaration  shall  be 
expressed  in  terms  of  square  inches  and, 
if  applicable  (1  square  foot  or  more) ,  the 
largest  whole  square  unit  (square  yards, 
square  yards  and  square  feet,  square 
feet).  The  declaration  in  terms  of  the 
largest  whole  units  shall  be  in  paren¬ 
theses  following  the  declaration  in  terms 
of  square  inches  and  any  remainder  shall 


be  in  terms  of  square  inches  or  common 
or  decimal  fractions  of  the  square  foot  or 
square  yard;  for  example,  “158  sq.  inches 
(1  sq.  ft.  14  sq.  inches)  ”,  etc. 

(q)  Nothing  in  this  section  shall  pro¬ 
hibit  supplemental  statements  at  loca¬ 
tions  other  than  the  principal  display 
panel  (s)  describing  in  nondeceptive 
terms  the  net  quantity  of  contents,  pro¬ 
vided  that  such  supplemental  statements 
of  net  quantity  of  contents  shall  not 
include  any  term  qualifying  a  unit  of 
weight,  measure,  or  count  that  tends  to 
exaggerate  the  amount  of  the  cosmetic 
contained  in  the  package;  for  example, 
“giant  pint”  and  “full  quart.”  Dual  or 
combination  declarations  of  net  quantity 
of  contents  as  provided  for  in  paragraphs 
(a),  (c),  and  (j)  of  this  section  (for  ex¬ 
ample,  a  combination  of  net  weight  plus 
numerical  count)  are  not  regarded  as 
supplemental  net  quantity  statements 
and  shall  be  located  on  the  principal 
display  panel. 

(r)  A  separate  statement  of  the  net 
quantity  of  contents  in  terms  of  the 
metric  system  is  not  regarded  as  a  sup¬ 
plemental  statement  and  an  accurate 
statement  of  the  net  quantity  of  con¬ 
tents  in  terms  of  the  metric  system  of 
weight  or  measure  may  also  appear  on 
the  principal  display  panel  or  on  other 
panels. 

(s)  The  declaration  of  net  quantity  of 
contents  shall  express  an  accurate  state¬ 
ment  of  the  quantity  of  contents  of  the 
package.  Reasonable  variations  caused 
by  loss  or  gain  of  moisture  during  the 
course  of  good  distribution  practice  or  by 
unavoidable  deviations  in  good  manufac¬ 
turing  practice  will  be  recognized. 
Variations  from  stated  quantity  of  con¬ 
tents  shall  not  be  unreasonably  large. 

Subpart  C — Labeling  of  Specific 
Ingredients 

§  701.20  Detergent  substances,  other 
than  soap,  intended  for  use  in  cleans¬ 
ing  the  body. 

(a)  In  its  definition  of  the  term  “cos¬ 
metic,”  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  specifically  excludes  soap. 
The  term  “soap”  is  nowhere  defined  in 
the  act.  In  administering  the  act,  the 
Food  and  Drug  Administration  interprets 
the  term  “soap”  to  apply  only  to  articles 
that  meet  the  following  conditions; 

(1)  The  bulk  of  the  nonvolatile  mat¬ 
ter  in  the  product  consists  of  an  alkali 
salt  of  fatty  acids  and  the  detergent 
properties  of  the  article  are  due  to  the 
alkali-fatty  acid  compounds;  and 

(2)  The  product  is  labeled,  sold,  and 
represented  only  as  soap. 

(b)  Products  intended  for  cleansing 
the  human  body  and  which  are  not 
“soap”  as  set  out  in  paragraph  (a)  of 
this  section  are  “cosmetics,”  and  accord¬ 
ingly  they  are  subject  to  the  require¬ 
ments  of  the  act  and  the  regulations 
thereunder.  For  example,  such  a  prod¬ 
uct  in  bar  form  is  subject  to  the  require¬ 
ment,  among  others,  that  it  shall  bear 
a  label  containing  an  accurate  statement 
of  the  weight  of  the  bar  in  avoirdupois 
pounds  and  ounces,  this  statement  to  be 
prominently  and  conspicuously  displayed 


so  as  to  be  likely  to  be  read  under  the 
customary  conditions  of  purchase  and 
use. 

(Secs.  201,  602,  62  Stat.  1041,  1054;  21  UJS.C. 
321,  362.) 

PART  710— VOLUNTARY  REGISTRATION 
OF  COSMETIC  PRODUCT  ESTABLISH¬ 
MENTS 

Sec. 

710.1  Who  should  register. 

710.2  Time  for  registration. 

710.3  How  and  where  to  register. 

710.4  Information  requested. 

710.6  Amendments  to  registration. 

170.6  Notification  of  registrant;  cosmetic 

products  establishment  registration 
number. 

710.7  Inspection  of  registrations. 

710.8  Misbranding  by  reference  to  registra¬ 

tion  or  to  registration  number. 

710.9  Exemptions. 

Authority:  Secs.  601,  602,  701(a),  704,  52 
Stat.  1054,  as  amended,  1055,  1057,  as 
amended;  21  U.S.C.  361,  362,  371  (a) ,  374. 

§  710.1  Who  should  register. 

The  owner  or  operator  of  a  cosmetic 
product  establishment  which  is  not  ex¬ 
empt  under  $  710.9  and  engages  in  the 
manufacture  or  packaging  of  a  cosmetic 
product  is  requested  to  register  for  each 
such  establishment,  whether  or  not  the 
product  enters  interstate  commerce.  This 
request  extends  to  any  foreign  cosmetic 
product  establishment  whose  products 
are  exported  for  sale  in  any  State  as 
defined  in  section  201(a)(1)  of  the  act. 
No  registration  fee  is  required. 

§  710.2  Time  for  registration. 

The  owner  or  operator  of  an  establish¬ 
ment  entering  into  the  manufacture  or 
packaging  of  a  cosmetic  product  should 
register  his  establishment  within  30  days 
after  the  operation  begins. 

§  710.3  How  and  where  to  register. 

Form  FD-2511  (“Registration  of  Cos¬ 
metic  Product  Establishment”)  is  ob¬ 
tainable  on  request  from  the  Food  and 
Drug  Administration,  Department  of 
Health,  Education,  and  Welfare,  Wash¬ 
ington,  DC  20204,  or  at  any  Food  and 
Drug  Administration  district  office.  The 
completed  form  should  be  mailed  to  Cos¬ 
metic  Product  Establishment  Registra¬ 
tion,  Food  and  Drug  Administration, 
Department  of  Health,  Education,  and 
Welfare,  Washington,  DC  20204. 

§  710.4  Information  requested. 

Form  FD-2511  requests  information 
on  the  name  and  address  of  the  cosmetic 
product  establishment,  including  post 
office  ZIP  code;  all  business  trading 
names  used  by  the  establishment;  the 
kind  of  ownership  or  operation  (e.g.,  in¬ 
dividually  owned,  partnership,  or  cor¬ 
poration)  ;  and  the  type  of  business 
(manufacturer,  packer,  and/or  distribu¬ 
tor).  The  information  requested  should 
be  given  separately  for  each  establish¬ 
ment  as  defined  in  §  700.3 (j)  of  this 
chapter. 

§  710.5  Amendments  to  registration. 

Within  30  days  after  a  change  in  any 
of  the  information  contained  on  a  sub- 
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mitted  Form  FD-2511,  a  new  Form  FD- 
2511  should  be  submitted  to  amend  the 
registration.  This  amendment  is  also 
necessary  when  a  registration  is  to  be 
canceled  because  an  establishment  has 
changed  its  name  and  no  longer  con¬ 
ducts  business  under  the  original  name. 

§  710.6  Notification  of  registrant;  cos¬ 
metic  product  establishment  registra¬ 
tion  number. 

The  Commissioner  of  Food  and  Drugs 
will  provide  the  registrant  with  a  vali¬ 
dated  copy  of  Form  FD-2511  as  evidence 
of  registration.  This  validated  copy  will 
be  sent  only  to  the  location  shown  for 
the  registering  establishment.  A  perma¬ 
nent  registration  number  will  be  as¬ 
signed  to  each  cosmetic  product  estab¬ 
lishment  registered  in  accordance  with 
the  regulations  in  this  part. 

§  710.7  Inspection  of  registrations. 

A  copy  of  the  Form  FD-2511  filed  by 
the  registrant  will  be  available  for  in¬ 
spection  at  the  Food  and  Drug  Admin¬ 
istration,  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  Washington,  DC 
20204. 

§  710.8  Misbranding  by  reference  to 
registration  or  to  registration  num¬ 
ber. 

Registration  of  a  cosmetic  product  es¬ 
tablishment  or  assignment  of  a  registra¬ 
tion  number  does  not  in  any  way  denote 
approval  of  the  firm  or  its  products  by 
the  Food  and  Drug  Administration.  Any 
representation  in  labeling  or  advertis¬ 
ing  that  creates  an  impression  of  official 
approval  because  of  registration  or  pos¬ 
session  of  a  registration  number  will  be 
considered  misleading. 

§  710.9  Exemptions. 

The  following  classes  of  persons  are 
not  requested  to  register  in  accordance 
with  this  Part  710  because  the  Commis¬ 
sioner  has  found  that  such  registration 
is  not  justified: 

(a)  Beauty  shops,  cosmetologists,  re¬ 
tailers,  pharmacies,  and  other  persons 
and  organizations  that  compound  cos¬ 
metic  products  at  a  single  location  and 
administer,  dispense,  or  distribute  them 
at  retail  from  that  location  and  who  do 
not  otherwise  manufacture  or  package 
cosmetic  products  at  that  location. 

<b)  Physicians,  hospitals,  clinics,  and 
public  health  agencies. 

(c)  Persons  who  manufacture,  pre¬ 
pare,  compound,  or  process  cosmetic 
products  solely  for  use  in  research,  pilot 
plant  production,  teaching,  or  chemical 
analysis,  and  who  do  not  sell  these 
products. 


PART  720— VOLUNTARY  FILING  OF  COS¬ 
METIC  PRODUCT  INGREDIENT  AND 
COSMETIC  RAW  MATERIAL  COMPOSI¬ 
TION  STATEMENTS 

Sec. 

720.1  Who  should  file. 

720.2  Times  for  filing. 

720.3  How  and  where  to  file. 

720.4  Information  requested  about  cosmetic 

products. 

720  6  Information  requested  about  cosmetic 
raw  materials. 


Sec. 

720.6  Amendments  to  statement. 

720.7  Notification  of  person  submitting  cos¬ 

metic  product  ingredient  statement 
and  cosmetic  raw  material  composi¬ 
tion  statement. 

720.8  Confidentiality  of  statements. 

720.9  Misbranding  by  reference  to  filing  or 

to  statement  number. 

Authority:  Secs.  601,  602,  701(a),  704,  62 
Stat.  1064,  as  amended,  1055,  1057,  as  amend¬ 
ed:  21  U.S.C.  361,  362,  371  (a) ,  374. 

§  720.1  Who  should  file. 

(a)  Either  the  manufacturer,  packer, 
or  distributor  of  a  cosmetic  product  is  re¬ 
quested  to  file  Form  FD-2512  (“Cosmetic 
Product  Ingredient  Statement”)  wheth¬ 
er  or  not  the  cosmetic  product  enters 
interstate  commerce.  This  request  ex¬ 
tends  to  any  foreign  manufacturer, 
packer,  or  distributor  of  a  cosmetic 
product  exported  for  sale  in  any  State 
as  defined  in  section  201(a)(1)  of  the 
act.  No  filing  fee  is  required. 

(b)  It  is  requested  that  Form  FD-2513 
(“Cosmetic  Raw  Material  Composition 
Statement”)  be  filed  by  either  the  manu¬ 
facturer  or  supplier  of  a  cosmetic  raw 
material  that  1s  a  proprietary  ingredient 
or  whose  precise  composition  is  not 
known  to  the  cosmetic  manufacturer, 
packer,  or  distributor  receiving  the  in¬ 
gredient  whether  or  not  the  raw  ma¬ 
terial  enters  into  interstate  commerce. 
This  request  extends  to  any  foreign  man¬ 
ufacturer  or  supplier  of  a  cosmetic  raw 
material  that  is  exported  for  such  use 
in  any  State  as  defined  in  section  201(a) 
(1)  of  the  act.  No  filing  fee  is  required. 

§  720.2  Times  for  filing. 

(a)  Within  180  days  after  forms  are 
made  available  to  the  industry,  Form 
FD-2512  should  be  filed  for  each  cos¬ 
metic  product  being  commercially  dis¬ 
tributed  as  of  the  effective  date  of  this 
part.  Form  FD-2512  should  be  filed 
within  60  days  after  the  beginning  of 
commercial  distribution  of  any  product 
not  covered  within  the  180-day  period. 

(b)  Form  FD-2513  should  be  filed, 
pursuant  to  §  720.1  (b) ,  by  a  cosmetic  raw 
material  manufacturer  or  supplier  for 
each  cosmetic  raw  material. 

§  720.3  How  and  where  to  file. 

Form  FD-2512  and  Form  FD-2513  and 
Form  FD-2514  (‘Discontinuance  of  Com¬ 
mercial  Distribution  of  Cosmetic  Product 
or  Cosmetic  Raw  Material”)  are  obtain¬ 
able  on  request  from  the  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  Washington, 
DC  20204,  or  at  any  Food  and  Drug 
Administration  district  office.  The  com¬ 
pleted  form  should  be  mailed  or  de¬ 
livered  to:  Cosmetic  Product  Statement, 
Food  and  Drug  Administration,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
Washington,  DC  20204,  according  to  the 
instructions  provided  with  the  forms. 

§  720.4  Information  requested  about 
cosmetic  products. 

(a)  Form  FD-2512  requests  informa¬ 
tion  on: 

(1)  The  name  and  address,  including 
post  office  ZIP  code  of  the  person  (man¬ 


ufacturer,  packer,  or  distributor)  desig¬ 
nated  on  the  label  of  the  product. 

(2)  The  name  and  address,  Including 
post  office  ZIP  code,  of  the  manufacturer 
or  packer  of  the  product  if  different  from 
the  person  designated  on  the  label  of  the 
product,  when  the  manufacturer  or 
packer  submits  the  information  re¬ 
quested  under  this  paragraph. 

(3)  The  brand  name  or  names  of  the 
cosmetic  product. 

(4)  The  cosmetic  product  category  or 
categories. 

(5)  The  ingredients  in  the  product. 

(b)  The  person  filing  Form  FD-2512 
should: 

( 1 )  Provide  the  information  requested 
in  paragraph  (a)  of  this  section. 

(2)  Have  the  form  signed  by  an  au¬ 
thorized  individual. 

(3)  Provide  poison  control  centers  with 
ingredient  information  and/or  adequate 
diagnostic  and  therapeutic  procedures  to 
permit  rapid  evaluation  and  treatment 
of  accidental  ingestion  or  other  acci¬ 
dental  use  of  the  cosmetic  product. 

(4)  Provide  ingredient  information 
(and,  when  requested,  ingredient  sam¬ 
ples)  to  a  licensed  physician  who,  in 
connection  with  the  treatment  of  a  pa¬ 
tient,  requests  assistance  in  determining 
whether  an  ingredient  in  the  cosmetic 
product  is  the  cause  of  the  problem  for 
which  the  patient  is  being  treated. 

(5)  Request  that  a  Form  FD-2513  be 
filed  pursuant  to  §  720.5(b)  by  the  manu¬ 
facturer  or  supplier  of  any  proprietary 
ingredient  (including  mixtures)  or  of  any 
other  cosmetic  raw  material  which  is 
used  as  an  ingredient  and  has  not  as  yet 
been  assigned  a  cosmetic  raw  material 
composition  statement  number. 

(c)  One  or  more  of  the  following  cos¬ 
metic  product  categories  should  be  cited 
to  indicate  the  product’s  intended  use. 

(1)  Baby  products,  (i)  Baby  shampoos. 

(ii)  Lotions,  oils,  powders,  and  creams. 

(iii)  Other  baby  products. 

(2)  Bath  preparations,  (i)  Bath  oils, 
tablets,  and  salts. 

(ii)  Bubble  baths. 

(iii)  Bath  capsules. 

(iv)  Other  bath  preparations. 

(3)  Eye  makeup  preparations,  (i)  Eye¬ 
brow  pencil. 

(ii)  Eyeliner. 

(iii)  Eye  shadow. 

(iv)  Eye  lotion. 

(v)  Eye  makeup  remover. 

(vi)  Mascara. 

(vii)  Other  eye  makeup  preparations. 

(4)  Fragrance  preparations,  (i)  Co¬ 
lognes  and  toilet  waters. 

(ii)  Perfumes. 

(iii)  Powders  (dusting  and  talcum) 
(excluding  aftershave  talc) . 

(iv)  Sachets. 

(v)  Other  fragrance  preparations. 

(5)  Hair  preparations  ( noncoloring ). 

(i)  Hair  conditioners. 

(ii)  Hair  sprays  (aerosol  fixatives) . 

(iii)  Hair  straighteners. 

(iv)  Permanent  waves. 

(v)  Rinses  (noncoloring). 

(vi)  Shampoos  (noncoloring). 

(vii)  Tonics,  dressings,  and  other  hair 
grooming  aids. 
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(viii)  Wave  sets. 

(lx)  Other  hair  preparations. 

(6)  Hair  coloring  preparations,  (i) 
Hair  dyes  and  colors  (all  types  requiring 
caution  statement  and  patch  test). 

(ii)  Hair  tints. 

(iii)  Hair  rinses  (coloring) . 

(iv)  Hair  shampoos  (coloring) . 

(v)  Hair  color  sprays  (aerosol) . 

(vi)  Hair  lighteners  with  color. 

(vii)  Hair  bleaches. 

(viii)  Other  hair  coloring  prepara¬ 
tions. 

(7)  Makeup  preparations  ( not  eye). 

(i)  Blushers  (all  types) . 

(ii)  Pace  powders. 

(iii)  Foundations. 

(iv)  Leg  and  body  paints. 

(v)  Lipstick. 

(vi)  Makeup  bases. 

(vi)  Rouges. 

(viii)  Makeup  fixatives. 

(ix)  Other  makeup  preparations. 

(8)  Manicuring  preparations.  (i) 

Basecoats  and  undercoats.  .  • 

(ii)  Cuticle  softeners. 

(iii)  Nail  creams  and  lotions. 

(iv)  Nail  extenders. 

(v)  Nail  polish  and  enamel. 

(vi)  Nail  polish  and  enamel  removers. 

(vii)  Other  manicuring  preparations. 

(9)  Oral  hygiene  products,  (i)  Denti¬ 
frices  (aerosol,  liquid,  pastes,  and  pow¬ 
ders). 

(ii)  Mouthwashes  and  breath  fresh¬ 
eners  (liquids  and  sprays) . 

(iii )  Other  oral  hygiene  products. 

(10)  Personal  cleanliness,  (i)  Bath 
soaps  and  detergents. 

(11)  Deodorants  (underarm) . 

(iii)  Douches. 

(iv)  Feminine  hygiene  deodorants. 

(v)  Other  personal  cleanliness  prod¬ 
ucts. 

(11)  Shaving  preparations,  (i)  After¬ 
shave  lotions. 

(i)  Beard  softeners. 

(ii)  Men’s  talcum. 

(iv)  Preshave  lotions  (all  types). 

(v)  Shaving  cream  (aerosol,  brushless, 
and  lather) . 

(vi)  Shaving  soap  (cakes,  sticks,  etc.) . 

(vii)  Other  shaving  preparation  prod¬ 
ucts. 

(12)  Skin  care  preparations  ( creams , 
lotions,  powder,  and  sprays ).  (i)  Cleans¬ 
ing  (cold  creams,  cleansing  lotions,  li¬ 
quids,  and  pads) . 

(ii)  Depilatories. 

(iii)  Face,  body,  and  hand  (excluding 
shaving  preparations) . 

(iv)  Foot  powders  and  sprays. 

(v)  Hormone. 

(vi)  Moisturizing. 

(vii)  Night. 

(viii)  Paste  masks  (mud  packs) . 

(ix)  Skin  lighteners. 

(x)  Skin  fresheners. 

(xi)  Wrinkle  smoothing  (removers) . 

( xii )  Other  skin  care  preparations. 

(13)  Suntan  and  sunscreen  prepara¬ 
tions.  (i)  Suntan  gels,  creams,  and 
liquids. 

(ii)  Indoor  tanning  preparations. 

(ill)  Other  suntan  preparations. 

(d)  Ingredients  in  the  product  should 
be  indicated  as  follows: 


(1)  A  list  of  each  ingredient  of  the 
cosmetic  product  in  descending  order 
of  predominance  by  weight  (except  that 
the  fragrance  and/^r  flavor  may  be  des¬ 
ignated  as  such  without  naming  each 
individual  ingredient  when  the  manufac¬ 
turer  or  supplier  of  the  fragrance  and/ 
or  flavor  refuses  to  disclose  ingredient 
data)  should  be  accompanied  by  a  letter 
designating  the  percentage  of  the  in¬ 
gredient  added,  as  follows: 

(1)  The  letter  A  represents  over  50  per¬ 
cent. 

(ii)  The  letter  B  represents  over  25 
percent  to  50  percent. 

(iii)  The  letter  C  represents  over  10 
percent  to  25  percent. 

(iv)  The  letter  D  represents  over  5 
percent  to  10  percent. 

(v)  The  letter  E  represents  over  1  per¬ 
cent  to  5  percent. 

(vi)  The  letter  F  represents  over  0.1 
percent  to  1  percent. 

(vii)  The  letter  G  represents  0.1  per¬ 
cent  or  less. 

(viii)  The  letter  H  represents  0  per¬ 
cent.  (The  letter  H  is  to  be  used  only  to 
indicate  that  a  particular  color  additive 
is  absent  in  certain  shades  of  a  product 
as  described  in  the  instructions  in  Form 
FD-2512.) 

(2)  An  ingredient,  including  an  ingre¬ 
dient  that  is  a  mixture,  should  be  listed 
by  its  common  or  usual  name,  if  it  has 
one:  or  by  its  chemical  name  (except 
proprietary  ingredients) ;  or  by  its  trade 
name  and  the  name  of  manufacturer  or 
supplier.  If  such  ingredient  complies  with 
a  published  standard  (e.g.,  “The  United 
States  Pharmacopeia,”*  “National  For¬ 
mulary,”  3  “Food  Chemicals  Codex,” 4 
“CTFA  Standards  —  Specifications,” 1 
etc.)  list  only  the  common,  usual,  or 
chemical  name  found  in  the  published 
standard  and  the  name  of  the  standard 
used.  If  a  cosmetic  raw  material  composi¬ 
tion  statement  number  has  already  been 
assigned  to  an  ingredient,  list  only  the 
number  and  the  name  under  which  the 
ingredient  was  registered. 

(3)  When  the  manufacturer  or  sup¬ 
plier  of  a  fragrance  and/or  flavor  refuses 
to  disclose  ingredient  data,  the  fragrance 
and/or  flavor  should  be  listed  as  such 
with  the  product  name  and/or  trade 
name  or  number  and  the  name  of  the 
manufacturer  or  supplier  of  each  pro¬ 
prietary  mixture  that  is  included. 

(e)  A  separate  Form  FD-2512  should 
be  filed  for  each  different  formulation 
of  a  cosmetic  product.  However,  except 
for  the  hair  coloring  preparations  listed 
in  paragraph  (c)(6)  of  this  section  for 
which  a  statement  for  each  shade  of  such 


1  Copies  may  be  obtained  from :  The  Cos¬ 
metic,  Toiletry  and  Fragrance  Association, 
Inc.,  1625  Eye  Street  NW.,  Washington,  D.C. 
20006. 

s  Copies  may  be  otbained  from:  United 
States  Pharmacopelal  Convention,  Inc.,  12601 
Twinbrook  Parkway,  Rockville,  MD  20852. 

’Copies  may  be  obtained  from:  American 
Pharmaceutical  Association,  2215  Constitu¬ 
tion  Avenue  NW.,  Washington,  DC  20037. 

’Copies  may  be  obtained  from:  National 
Academy  of  Sciences,  2101  Constitution  Ave¬ 
nue  NW.,  Washington,  DC  20037. 


product  is  required,  a  single  Form  FD- 
2512  may  be  filed  for  two  or  more  shades 
of  a  cosmetic  product  where  only  the 
amounts  of  the  color  additive  ingredient 
used  are  varied  or  in  the  case  of  flavors 
and  fragrances  where  only  the  amounts 
of  the  flavors  and  fragrances  used  are 
varied. 

§  720.5  Information  requested  about 
cosmetic  raw  materials. 

(a)  Form  FD-2513  requests  informa¬ 
tion  on: 

(1)  The  name  and  address,  including 
post  office  ZIP  code,  of  the  manufacturer 
or  supplier  of  the  cosmetic  raw  material. 

(2)  The  trade  name  or  names  of  the 
cosmetic  raw  material. 

(3)  The  identity  of  the  ingredient  in  a 
cosmetic  raw  material  or  of  the  ingredi¬ 
ents  if  the  cosmetic  raw  material  is  a 
mixture. 

(b)  The  person  filing  Form  FD-2513 
should : 

(1)  Provide  the  information  requested 
in  paragraph  (a)  of  this  section  for  each 
cosmetic  raw  material  which  is  to  be 
an  ingredient  in  a  cosmetic  product 
offered  for  commercial  distribution, 
whenever  it  is  a  proprietary  ingredient 
(except  that  the  fragrance  and/or  flavor 
may  be  designated  as  such  without  nam¬ 
ing  each  individual  ingredient  when  the 
manufacturer  or  supplier  of  the  fra¬ 
grance  and/or  flavor  refuses  to  disclose 
ingredient  data)  or  an  ingredient  whose 
precise  composition  is  not  known  to  the 
cosmetic  product  manufacturer,  packer, 
or  distributor  using  it. 

(2)  Have  it  signed  by  an  authorized 
individual. 

(c)  Information  on  the  composition 
of  cosmetic  raw  material  should  be  shown 
as  follows: 

(1)  A  cosmetic  raw  material  or  an  in¬ 
gredient  in  a  cosmetic  raw  material,  in¬ 
cluding  mixtures,  should  be  listed  by  its 
common  or  usual  name,  if  it  has  one;  or 
its  chemical  name;  or  its  chemical  de¬ 
scription.  If  this  information  is  not  avail¬ 
able,  list  the  trade  name  and  supplier 
and  request  the  manufacturer  or  sup¬ 
plier  to  file  a  Form  FD-2513.  If  such 
cosmetic  raw  material  or  ingredient  com¬ 
plies  with  a  published  standard  (e.g. 

,  “The  United  States  Pharmacopeia,” 3 
“National  Formulary,”  1  “Food  Chemicals 
Codex,” 4  “CTFA  Standards — Specifica¬ 
tions,”  1  etc.)  list  only  the  common,  usual, 
or  chemical  name  in  the  published  stand¬ 
ard  and  the  name  of  the  standard  used. 
If  a  cosmetic  raw  material  composition 
statement  number  has  already  been  as¬ 
signed  to  an  ingredient,  list  only  the 
number  and  the  name  under  which  the 
ingredient  was  registered. 

(2)  A  cosmetic  raw  material  that  is  a 
prepared  mixture  of  ingredients  should 
have  each  ingredient  listed  in  descending 
order  of  predominance  by  weight  (except 
that  fragrance  and/or  flavor,  if  present, 
may  be  designated  as  such  without  nam¬ 
ing  each  individual  ingredient  when  the 
manufacturer  or  supplier  of  the  fra¬ 
grance  and/or  flavor  refuses  to  disclose 
ingredient  data)  with  a  letter  designat¬ 
ing  the  percentage  of  the  ingredient 
added  as  described  under  5.720.4(d)(1). 
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(3)  When  the  manufacturer  or  sup¬ 
plier  of  a  fragrance  and/or  flavor  refuses 
to  disclose  ingredient  data,  the  fragrance 
and/or  flavor  used  in  a  cosmetic  raw 
material  should  be  listed  as  such  with 
the  product  name  and/or  trade  name  or 
number  and  the  name  of  the  manufac¬ 
turer  or  supplier. 

(4)  Ingredients  in  a  prepared  mixture 
of  color  additives,  with  or  without  dilu¬ 
ents,  that  are  used  as  cosmetic  raw  mate¬ 
rials  should  be  listed  as  described  in  sub- 
paragraphs  (1)  and  (2)  of  this  para¬ 
graph,  using  the  approved  FDA  name  of 
the  color  additive  and/or  diluent  as  listed 
in  Part  8  of  this  chapter. 

(d)  The  information  requested  should 
be  given  separately  for  each  cosmetic  raw 
material. 

§  720.6  Amendments  to  statement. 

(a)  Changes  in  the  information  re¬ 
quested  under  $  720.4(a)  (3)  and  (5)  on 
the  ingredients  or  brand  name  of  a  cos¬ 
metic  product  should  be  submitted  by 
filing  an  amended  Form  FD-2512,  with¬ 
in  60  days  after  the  product  is  entered 
into  commercial  distribution.  Other 
changes  do  not  justify  immediate  amend¬ 
ment,  but  should  be  shown  by  filing  an 
amended  Form  FD-2512  within  a  year 
after  such  changes.  Notice  of  discontinu¬ 
ance  of  commercial  distribution  of  a 
cosmetic  product  should  be  submitted  by 
Form  FD-2514  within  180  days  after  dis¬ 
continuance  of  commercial  distribution 
becomes  known  to  the  person  filing. 

(b)  Changes  in  the  information  re¬ 
quested  under  §  720.5(a)  (2)  and  (3)  on 
the  name  or  ingredients  of  a  cosmetic 
raw  material  should  be  submitted  by  fil¬ 
ing  an  amended  Form  FD-2513  on  or  be¬ 
fore  the  time  the  cosmetic  raw  material 
is  supplied  to  a  cosmetic  product  manu¬ 
facturer,  packer,  or  distributor  for  use 
in  a  product  for  commercial  distribution. 
The  manufacturer,  packer,  or  distributor 
should  also  be  Informed  about  any 
change  in  the  name  of  a  cosmetic  raw 
material  so  he  can  send  an  amended 
Form  FD-2512  as  requested  in  paragraph 
(a)  of  this  section.  Other  changes  should 
be  Indicated  by  filing  an  amended  Form 
FD-2513  within  a  year  after  these 
changes  are  made.  Notice  of  discontinu¬ 
ance  of  commercial  distribution  of  a  cos-  • 
metic  raw  material  should  be  submitted 
by  Form  FD-2514  within  180  days  after 
discontinuance  of  commercial  distribu¬ 
tion  becomes  known  to  the  person  filing. 

§  720.7  Notification  of  person  submit¬ 
ting  •  cosmetic  product  ingredient 
statement  and  cosmetic  raw  material 
composition  statement. 

When  Forms  FD-2512  and  2513  are 
received,  the  Commissioner  of  Food  and 
Drugs  will  either  assign  a  permanent 
cosmetic  statement  number  or  an  FDA 
reference  number  in  those  cases  where  a 
permanent  number  cannot  be  assigned. 
Receipt  of  the  forms  will  be  acknowl¬ 
edged  by  sending  the  individual  signing 
the  statement  an  appropriate  notice 
bearing  either  the  FDA  reference  num¬ 
ber  or  the  permanent  cosmetic  state¬ 
ment  number.  If  the  person  submitting 
Form  FD-2512  has  not  complied  with 


S  720.4(b)  (1)  and  (2)  or  the  person  sub¬ 
mitting  Form  FD-2513  has  not  complied 
with  S  720.5(b),  he  will  be  notified  as  to 
the  manner  in  whi<&  his  statement  is 
incomplete. 

§  720.8  Confidentiality  of  statements. 

(a)  Each  item  of  information  con¬ 
tained  in,  attached  to,  or  included  with 
Forms  FD-2512,  2513,  2514,  and  amend¬ 
ments  thereto  and  constituting  a  trade 
secret  or  other  privileged  and  confiden¬ 
tial  commercial  information  exempt 
from  disclosure  to  the  public  must  be 
clearly  marked  as  confidential.  Each 
item  of  information  so  marked  must  be 
accompanied  by  a  statement  setting 
forth  adequate  grounds  to  justify  its 
confidentiality.  If  the  Food  and  Drug 
Administration  concludes  that  an  item 
so  marked  is  not  exempt  from  disclosure 
to  the  public,  the  person  submitting  the 
information  will  be  informed  and  will 
be  given  an  opportunity  to  appeal  that 
decision  to  the  Assistant  Commissioner 
for  Public  Affairs,  whose  decision  on  the 
matter  will  be  final. 

(b)  Data  and  information  otherwise 
exempt  from  public  disclosure  may  be 
revealed  in  administrative  or  court  en¬ 
forcement  proceedings  where  the  data  or 
information  are  relevant.  Any  such  use 
will  be  in  a  manner  that  reduces  public 
disclosure  to  the  minimum  necessary  un¬ 
der  the  circumstances. 

(c)  Data  and  information  otherwise 
exempt  from  public  disclosure  may  be 
disclosed  to  consultants,  advisory  com¬ 
mittees,  and  other  persons  who  are  spe¬ 
cial  government  employees.  Such  per¬ 
sons  are  thereafter  subject  to  the  same 
restrictions  with  respect  to  disclosure  as 
any  Food  and  Drug  Administration  em¬ 
ployee. 

§  720.9  Misbranding  by  reference  to 
filing  or  to.  statement  number. 

(a)  The  filing  of  a  Form  FD-2512  or 
2513  or  assignment  of  a  number  to  the 
statement  does  not  in  any  way  denote 
approval  by  the  Food  and  Drug  Admin¬ 
istration  of  the  firm  or  the  product.  Any 
representation  in  labeling  or  advertising 
that  creates  an  impression  of  official  ap¬ 
proval  because  of  such  filing  or  such 
number  will  be  considered  misleading, 
except  as  set  forth  in  paragraph  (b)  of 
this  section. 

(b)  The  manufacturer  or  supplier  of 
a  cosmetic  raw  material  that  has  been 
assigned  a  Food  and  Drug  Administra¬ 
tion  Cosmetic  Raw  Material  Composi¬ 
tion  Statement  number  (FDA  CRMCS 
No.)  pursuant  to  §  720.7  may  use  this 
number  without  violating  the  misbrand¬ 
ing  provision  of  this  section  under  the 
following  conditions: 

(1)  The  FDA  CRMCS  No.  is  placed 
on  the  label  of  the  container  which  is 
used  to  ship  or  transport  the  cosmetic 
raw  material  to  a  manufacturing  estab¬ 
lishment  if  the  principal  display  panel 
of  the  label  also  contains  the  following 
disclaimer:  "The  FDA  Cosmetic  Raw 
Material  Composition  Statement  number 
is  assigned  for  raw  material  identifica¬ 
tion  purposes  only  and  does  not  in  any 


way  denote  approval  of  the  firm  or  the 
raw  material  by  the  Food  and  Drug  Ad¬ 
ministration."  The  disclaimer  phrase 
shall  be  prominently  placed  thereon  with 
such  conspicuousness  (as  compared  with 
other  words,  statements,  designs,  or  de¬ 
vices)  as  to  render  it  likely  to  be  read  and 
understood  by  the  ordinary  individual. 

(2)  The  FDA  CRMCS  No.  is  used  in 
cosmetic  raw  material  trade  literature, 
catalogue  citations,  and  correspondence 
if  the  disclaimer  specified  in  para¬ 
graph  (b)(1)  of  this  section  is  made  on 
the  same  page  that  the  FDA  CRMCS  No. 
appears. 

PART  730— VOLUNTARY  FILING  OF 

COSMETIC  PRODUCT  EXPERIENCES 

Sec. 

730.1  Who  should  file. 

730.2  Time  for  filing. 

730.3  How  and  where  to  file. 

730.4  Information  requested. 

730.5  Additions  or  amendments  to  reports. 

730.6  Notification  to  person  'submitting 

reports. 

730.7  Confidentiality  of  reports. 

730.8  Misbranding  by  reference  to  filing; 

filing  does  not  constitute  an  admis¬ 
sion. 

authority:  Secs.  601,  602,  701(a),  52  Stat. 
1054,  as  amended,  1055;  21  TJS.C.  361,  362, 
371(a). 

Effective  Date  Note.  It  Is  anticipated  that 
Form  FD-2704,  Form  FD-2705,  and  Form  FD- 
2706  will  be  available  In  May  1974.  Accord¬ 
ingly,  the  Initial  reporting  period  for  this 
program  is  established  as  beginning  Janu¬ 
ary  1,  1974  and  ending  June  30,  1974.  The 
reports  for  this  period  should  be  received  by 
the  Food  and  Drug  Administration  not  later 
than  September  1,  1974.  In  the  meantime, 
persons  desiring  these  forms  may  submit 
requests  to  the  Food  and  Drug  Administra¬ 
tion  as  set  forth  in  §  730.3.  Persons  wishing 
to  voluntarily  submit  Information  as  re¬ 
quested  on  the  forms  pertaining  to  the  period 
beginning  July  1,  1973  and  ending  Decem¬ 
ber  31, 1973  are  invited  to  do  so  by  filing  com¬ 
pleted  forms  for  this  period  with  the  Food 
and  Drug  Administration  as  soon  as  possible 
after  the  forms  become  available.  When  the 
reporting  forms  become  available,  a  notice 
to  this  effect  will  be  published  in  the  Federal 
Register. 

§  730.1  Who  should  file. 

Every  person  who  Is  a  manufacturer, 
packer,  or  distributor  of  a  cosmetic  prod¬ 
uct  is  requested  to  file  a  Form  FD-2704 
(Cosmetic  Product  Experience  Report), 
or  a  Form  FD-2705  (Cosmetic  Product 
Unusual  Experience  Report),  with  re¬ 
spect  to  all  reportable  experiences  and 
unusual  reportable  experiences  which 
have  been  reported  to  him  concerning 
any  of  his  cosmetic  products  in  commer¬ 
cial  distribution,  regardless  of  whether 
he  is  a  participant  in  the  voluntary  pro¬ 
gram  to  register  cosmetic  product  estab¬ 
lishments  pursuant  to  Part  710  of  this 
chapter,  and  regardless  of  whether  he  is 
a  participant  in  the  voluntary  program 
to  file  cosmetic  product  ingredient  and 
raw  material  composition  statements 
pursuant  to  Part  720  of  this  chapter.  In 
addition,  every  person  who  is  a  manufac¬ 
turer,  packer,  or  distributor  of  a  cos¬ 
metic  product,  whether  or  not  he  has 
received  any  information  concerning  a 
reportable  experience  or  unusual  report- 
able  experience  in  regard  to  any  of  his 
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cosmetic  products  in  his  system  of  com¬ 
mercial  distribution,  is  requested  to  file 
a  Form  FD-2706  (Summary  Report  of 
Cosmetic  Product  Experience  by  Prod¬ 
uct  Categories) .  This  request  extends  to 
any  foreign  manufacturer,  packer,  or 
distributor  of  a  cosmetic  product  im¬ 
ported  into  any  State.  No  filing  fee  is 
required. 

§  730.2  Time  for  filing. 

(a)  Reportable  experiences  should  be 
reported  on  a  semiannual  basis,  for  the 
periods  January  through  June  and  July 
through  December,  not  later  than  60  days 
after  the  close  of  the  reporting  period. 

(b)  An  unusual  reportable  experience 
should  be  reported  immediately  upon  re¬ 
ceipt  of  the  information,  and  in  any 
event,  within  15  working  days  of  its 
receipt  by  the  manufacturer,  packer,  or 
distributor  whether  or  not  a  screening 
procedure  is  completed. 

(c)  A  summary  report  of  cosmetic 
product  experience  by  product  categories 
should  be  filed  on  a  semiannual  basis, 
for  the  periods  January  through  June 
and  July  through  December,  not  later 
than  60  days  after  the  close  of  the  re¬ 
porting  period. 

§  730.3  How  and  where  tfl  file. 

Form  FD-2704  (Cosmetic  Product  Ex¬ 
perience  Report),  Form  FD-2705  (Cos¬ 
metic  Product  Unusual  Experience  Re¬ 
port)  and  Form  FD-2706  (Summary  Re¬ 
port  of  Cosmetic  Product  Experience  by 
Product  Categories)  are  obtainable  on 
request  from  the  Industry  Guidance 
Branch,  Bureau  of  Foods,  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  200  C  Street 
SW.,  Washington,  DC  20204,  or  from 
any  Food  and  Drug  Administration  dis¬ 
trict  office.  The  completed  form  should 
be  mailed  or  delivered  to:  Cosmetic  Prod¬ 
uct  Experience  Report,  Division  of  Cos¬ 
metics  Technology,  Bureau  of  Foods, 
Food  and  Drug  Administration,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
200  C  Street  SW.,  Washington,  DC 
20204.  In  the  case  of  an  unusual  report- 
able  experience,  the  envelope  should  be 
conspicuously  flagged  “Unusual  Report- 
able  Experience.” 

§  730.4  Information  requested. 

(a)  Form  FD-2704  (Cosmetic  Prod¬ 
uct  Experience  Report)  requests  the  fol¬ 
lowing  information: 

(1)  The  name  and  address  (include 
country,  if  other  than  the  United  States) 
including  post  office  ZIP  code  of  the  per¬ 
son  (manufacturer,  packer,  or  distrib¬ 
utor)  designated  on  the  label  of  the 
cosmetic  product. 

(2)  Time  period  covered  by  the  report. 

( 3 )  The  complete  name  of  the  cosmetic 
product  exactly  as  it  appears  on  the  label 
of  the  product. 

(4)  The  cosmetic  product  category,  as 
set  forth  in  §  720.4(c)  of  this  chapter  and 
on  the  form,  which  best  describes  the 
product’s  intended  use. 

(5)  Total  number  of  reportable  ex¬ 
periences  during  this  reporting  period, 
broken  down  to  show  the  number  and 
type  of  alleged  experiences,  in  accord¬ 


ance  with  the  experience  categories 
specified  on  the  form. 

(6)  Total  number  of  product  units  of 
the  cosmetic  product  estimated  to  have 
been  distributed  to  consumers  during 
this  reporting  period. 

(7)  The  rate  of  reportable  experiences 
per  million  product  units  estimated  to 
have  been  distributed  to  consumers  dur¬ 
ing  this  time  period,  broken  down  into 
the  types  of  alleged  experience,  in  ac¬ 
cordance  with  the  experience  categories 
specified  on  the  form. 

(8)  The  cosmetic  product  establish¬ 
ment  registration  number  or  numbers  as¬ 
signed,  under  §  710.6  of  this  chapter,  to 
the  establishment  or  establishments 
where  the  product  is  manufactured  and 
packaged,  if  known.  Where  the  firm  sub¬ 
mitting  the  report  knows  that  the  manu¬ 
facturer  and/or  packer  has  not  filed  a 
registration  statement  pursuant  to  Part 
710  of  this  chapter,  it  should  so  indicate. 

(9)  The  cosmetic  product  ingredient 
statement  number  (CPIS  No.)  assigned 
to  the  product  under  §  720.7  of  this  chap¬ 
ter,  if  known.  If  a  number  is  pending,  but 
has  not  been  assigned,  the  firm  should  so 
indicate.  Where  the  firm  submitting  the 
report  knows  that  a  cosmetic  product  in¬ 
gredient  statement  pursuant  to  Part  720 
of  this  chapter  has  not  been  filed,  it 
should  so  indicate. 

(10)  Any  additional  evaluation  of  the 
experiences  or  other  pertinent  data  or  in¬ 
formation  as  the  person  filing  wishes  to 
provide  to  assist  the  Food  and  Drug  Ad¬ 
ministration  in  evaluating  the  report. 

(b)  Form  FD-2705  (Cosmetic  Product 
Unusual  Experience  Report)  requests  the 
following  information:. 

(1)  The  name  and  address  (include 
country,  if  other  than  the  United  States) , 
including  post  office  ZIP  code  of  the 
person  (manufacturer,  packer,  or  distrib¬ 
utor)  designated  on  the  label  of  the  cos¬ 
metic  product. 

(2)  The  date(s)  of  occurrence  of  the 
unusual  experience (s).  (If  unknown,  the 
date(s)  when  the  information  was  re¬ 
ceived  by  the  firm.) 

(3)  The  complete  name  of  the  cosmetic 
product  exactly  as  it  appears  on  the  label 
of  the  product. 

(4)  The  cosmetic  product  category,  as 
set  forth  in  §  720.4(c)  of  this  chapter  and 
on  the  form,  which  best  describes  the 
product’s  intended  use. 

(5)  The  type  of  alleged  experience(s) 
and  the  anatomical  site(s)  of  the  alleged 
experience (s)  in  accordance  with  cate¬ 
gories  specified  on  the  form. 

(6)  The  cosmetic  product  establish¬ 
ment  registration  number  or  numbers 
assigned,  under  §  710.6  of  this  chapter,  to 
the  establishment  or  establishments 
where  the  product  is  manufactured  and 
packaged,  if  known.  Where  the  firm  sub¬ 
mitting  the  report  knows  that  the  manu¬ 
facturer  and/or  packer  has  not  filed  a 
registration  statement  pursuant  to  Part 
710  of  this  chapter,  it  should  so  indicate. 

(7)  The  cosmetic  product  ingredient 
statement  number  (CPIS  No.)  assigned 
to  the  product  under  §  720.7  of  this  chap¬ 
ter,  if  known.  If  a  number  is  pending, 
but  has  not  been  assigned,  the  firm 
should  so  indicate.  Where  the  firm  sub¬ 


mitting  the  report  knows  that  a  cosmetic 
product  ingredient  statement  pursuant 
to  Part  720  of  this  chapter  has  not  been 
filed,  it  should  so  indicate. 

(8)  Any  additional  evaluation  of  the 
experiences  or  other  pertinent  data  or 
information  as  the  person  filing  wishes 
to  provide  to  assist  the  Food  and  Drug 
Administration  in  evaluating  the  report. 

(c)  Form  FD-2706  (Summary  Report 
of  Cosmetic  Product  Experience  by  Prod¬ 
uct  Categories)  requests  the  following 
information: 

(1)  The  name  and  address  (include 
country,  if  other  than  the  United  States) , 
including  post  office  ZIP  code  of  the  per¬ 
son  (manufacturer,  packer,  or  distrib¬ 
utor)  designated  on  the  label  of  the 
cosmetic  products. 

(2)  Time  period  covered  by  the  report. 

(3)  Total  number  of  product  units 
within  each  product  category,  as  set 
forth  in  §  720.4(c)  of  this  chapter  and 
on  the  form,  estimated  to  have  been  dis¬ 
tributed  to  consumers  during  this  report¬ 
ing  period. 

(4)  Total  number  of  reportable  ex¬ 
periences  within  each  product  category 
during  this  reporting  period,  if  any. 

(5)  The  rate  of  reportable  experiences 
per  million  product  units  in  each  product 
category  estimated  to  have  been  dis¬ 
tributed  to  consumers  during  this  time 
period. 

(d)  The  person  filing  a  Form  FD-2704 
(Cosmetic  Product  Experience  Report), 
Form  FD-2705  (Cosmetic  Product  Unu¬ 
sual  Experience  Report),  or  Form  FD- 
2706  (Summary  Report  of  Product  Ex¬ 
perience  by  Product  Categories)  should: 

(1)  Provide  the  information  requested 
in  paragraphs  (a),  (b),  and  (c)  of  this 
section,  as  appropriate. 

(2)  Provide  the  screening  procedure 
in  conformance  with  §  700.3  (p)  when  a 
screening  procedure  is  used  in  connection 
with  the  reports  requested  by  this  part 
and  is  not  already  on  file  with  the  Food 
and  Drug  Administration. 

(3)  Provide  the  name,  title,  and  signa¬ 
ture  of  the  individual  authorized  to  sub¬ 
mit  the  report(s),  and  the  name  and 
address  of  the  firm  which  he  represents 
if  it  differs  from  that  provided  in  para¬ 
graph  (a),  (b),  or  (c)  of  this  section. 

(e)  The  information  requested  under 
paragraphs  (a)  and  (b)  should  be  filed 
separately  for  each  cosmetic  product,  ex¬ 
cept  that  a  single  report  may  be  filed 
for  two  or  more  shades,  flavors,  or  fra¬ 
grances  of  a  cosmetic  product  where  only 

•  the  proportions  of  these  ingredients  are 
varied,  and  such  product  is  covered  by  a 
single  cosmetic  product  ingredient  state¬ 
ment  under  §  720.4(e)  of  this  chapter. 

(f)  On  the  basis  of  a  review  of  indi¬ 
vidual  reports  or  patterns  of  experience 
disclosed  as  a  result  of  a  number  of  re¬ 
ports,  the  Commissioner  of  Food  and 
Drugs  may  request  as  much  additional 
information  from  persons  submitting  re¬ 
ports  as  the  Commissioner  deems  appro¬ 
priate.  For  this  reason,  every  person  par¬ 
ticipating  in  this  program  should  retain 
for  three  years  all  correspondence  and 
records  pertaining  to  alleged  cosmetic 
product  injuries. 
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§  730.3  Additions  or  amendments  to 
reports. 

Additions  or  amendments  to  any  ex¬ 
perience  report  should  be  submitted  by 
filing  the  appropriate  amended  form  as 
soon  as  the  need  for  such  additions  or 
amendments  becomes  apparent  to  the 
person  submitting  the  original  report. 

§  730.6  Notification  to  person  submit¬ 
ting  reports. 

Anyone  desiring  a  receipt  for  informa¬ 
tion  submitted  should  send  it  by  regis¬ 
tered  mail  requesting  a  return  receipt. 

§  730.7  Confidentiality  of  reports. 

A  notice  of  proposed  rule  making, 
"Public  Information,”  was  published  in 


the  Federal  Register  on  May  5,  1972 
(37  FR  9128).  The  proposal  set  out  in 
detail  the  proposed  rules  applicable  to 
public  disclosure  of  information  by  the 
Food  and  Drug  Administration,  includ¬ 
ing  information  submitted  voluntarily  to 
the  agency.  After  the  order  ruling  on  the 
proposal  is  published  by  the  Commis¬ 
sioner  of  Food  and  Drugs  under  §  4.26 
of  this  chapter,  data  and  information 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  the  provisions  of 
this  part  will  be  handled  in  accordance 
with  such  order. 

§  730.8  Misbranding  by  reference  to  fil¬ 
ing;  filing  does  not  constitute  an 
admission. 

(a)  The  filing  of  an  experience  report 
does  not  in  any  way  denote  approval  of 


the  firm  or  the  cosmetic  product  by  the 
Food  and  Drug  Administration.  Any  rep¬ 
resentation  in  labeling  or  advertising 
that  creates  an  impression  of  official  ap¬ 
proval  because  of  such  filing  will  be  con¬ 
sidered  misleading. 

(b)  The  filing  of  an  experience  report 
does  not  in  any  way  constitute  an  admis¬ 
sion  by  the  person  filing  the  report  that 
the  alleged  experience  was  the  result  of 
an  ingredient  or  ingredients  in  the  cos¬ 
metic  product,  or  of  any  other  fact. 

Note. — incorporation  by  reference  pro¬ 
visions  approved  by  the  Director  of  the 
Federal  Register  October  10, 1973. 

[FR  Doc.74-6517  Filed  3-14-74;8:46  ami 
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